f 


FRIDAY 

PART  II 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drug 
Administration 


ENFORCEMENT  POLICY 

Recalls  (Including  Product 
Corrections) — Guidelines  on 
Policy,  Procedures,  and  Industry 
Responsibilities 


26202 


RULES  AND  REGULATIONS 


[4110-03] 

Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  AD¬ 
MINISTRATION,  DEPARTMENT  OF 
HEALTH,  EDUCATION,  AND  WEL¬ 
FARE 

SUBCHAPTER  A— GENERAL 
[Docket  No.  76N-0006] 

PART  7— ENFORCEMENT  POLICY 

Recalls  (Including  Product  Correc¬ 
tions) — Guidelines  on  Policy,  Pro¬ 
cedures,  and  Industry  Responsibil¬ 
ities 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Final  rule. 

SUMMARY:  This  document  estab¬ 
lishes  regulations  intended  as  guide¬ 
lines  that  set  forth  the  agency’s  policy 
and  procedures  for  product  recalls  and 
that  provide  guidance  to  manufactur¬ 
ers  and  distributors  of  products  regu¬ 
lated  by  the  Food  and  Drug  Adminis¬ 
tration  (FDA)  so  that  they  may  more 
effectively  discharge  their  recall  re¬ 
sponsibilities.  Recall  is  the  most  expe¬ 
ditious  and  effective  method  of  remov¬ 
ing  or  correcting  defective  FDA-regu¬ 
lated  products  that  have  been  distrib¬ 
uted  commercially,  particularly  when 
those  products  present  a  danger  to 
health.  The  guidelines  apply  to  all 
FDA-regulated  products  (i.e.  food,  in¬ 
cluding  animal  feed;  drugs,  including 
animal  drugs;  medical  devices,  includ¬ 
ing  in  vitro  diagnostic  products;  cos¬ 
metics;  and  biological  products  intend¬ 
ed  for  hximan  use)  except  electronic 
products  subject  to  the  Radiation  Con¬ 
trol  for  Health  and  Safety  Act. 

EPTECrrVE  DATE:  July  17,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

John  R.  Wessel,  Compliance  Coordi¬ 
nation  and  Policy  Staff  (HFC-13), 
F\>od  and  Drug  Administration,  De¬ 
partment  of  Health,  Education,  and 
Welfare,  5600  Fishers  Lane,  Rock- 
vUle,  Md.  20807,  301-443-3470. 

SUPPLEMENTARY  INFORMATION: 
These  guidelines  were  proposed  in  the 
Federal  Register  of  June  30,  1976  (41 
FR  26924).  A  60-day  period  was  initial¬ 
ly  provided  for  public  comment;  the 
comment  period  was  extended  an  addi¬ 
tional  30  days  by  notice  in  the  Federal 
Register  of  July  22,  1976  (41  FR 
30136).  A  total  of  109  comments  were 
received,  many  of  which  supported  the 
proposed  guidelines;  others  supported 
the  general  approach  but  opposed  spe¬ 
cific  provisions;  and  several  comments 
simply  opposed  the  entire  proposal. 
The  Commissioner  of  Food  and  Drugs 


has  reviewed  the  comments  received, 
and  his  responses  to  the  principal  and 
relevant  points  raised  by  the  com¬ 
ments  are  presented  below. 

After  the  publication  of  the  propos¬ 
al,  Subchapter  A  of  Chapter  I  of  Title 
21  of  the  Code  of  Federal  Regulations, 
under  which  these  guidelines  appear, 
was  recodified  and  published  in  the 
Federal  Register  of  March  22,  1977 
(42  FR  15553).  For  the  convenience  of 
the  reader,  the  following  is  a  list  of 
the  section  numbers  in  former  Part  2 
used  in  the  proposal  and  their  new 
designations  pursuant  to  recodifica¬ 
tion  under  Part  7  (21  CFR  Part  7): 


Nev)  section  Old  section 

7.1  Scope _ _ _ _ ........................  2.700 

7.3  Definitions _  2.703 

7.40  Recall  policy .  2.71S 

7.41  Health  hazard  evaluation  and  recall 

classification . . . .  2.718 

7.42  Recall  strategy _ .............  2.710 

7.45  Food  and  Drug  Administration-re¬ 
quested  recall .  2.716 

7.46  Firm-initiated  recall _  2.717 

7.49  Recall  communications . .  2.720 

7.50  Public  notification  of  recall............  2.724 

7.53  Recall  status  reports . . . ...  2.721 

7.55  Termination  of  a  recall _ _ _ 2.722 

7.59  General  Industry  guidance _  2.723 


For  the  further  convenience  of  the 
reader,  the  Commissioner  will  refer 
only  to  the  new  section  in  responding 
to  the  comments  except  where  it  is 
necessary  for  clarity  to  mention  both 
the  old  and  new  sections. 

1.  Comments  stated  that  FDA  has 
no  authority  to  issue  regulations  that 
would  place  mandatory,  enforceable 
requirements  on  firms  relative  to  their 
product  recall  responsibilities. 

The  Commissioner  agrees  that  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  the  Public  Health  Service  Act 
have  no  specific  provisions  that  autho¬ 
rize  the  agency  administratively  to 
order  the  recall  of  violative  foods, 
drugs,  cosmetics,  and  biologies.  Howev¬ 
er,  FDA  does  have  specific  authority, 
di^ussed  in  paragraph  20  below  in 
this  preamble,  to  order  repair  of,  re¬ 
placement  of,  or  refund  for  marketed 
medical  devices  that  present  an  unrea¬ 
sonable  risk  of  substantial  harm  to  the 
public  health. 

The  Commissioner  emphasizes  that 
FDA  also  can  seek  a  court-ordered 
recall  of  any  product  the  agency  regu¬ 
lates,  under  a  court’s  inherent  equity 
power,  when  the  agency  seeks  injunc¬ 
tive  relief  in  an  enforcement  action. 
The  discussion  below  of  FDA  recall  au¬ 
thority  concerns  administrative  recalls 
only,  not  court-ordered  recalls. 

The  Commissioner  acknowledged  in 
the  preamble  to  the  proposed  regula¬ 
tions  that  product  recall  is  a  voluntary 
action  requiring  the  cooperation  and 
willingness  of  a  firm  to  carry  it  out. 
Accordingly,  it  is  not  the  purpose  of 
this  document  to  establish  enforceable 
recall  requirements.  Instead,  the  pro¬ 
visions  in  this  final  rule  are  being 
issued  as  guidelines,  as  defined  in 
110.90(b)  (21  CFR  10.90(b)),  and  are 
intended  solely  to  define  FDA’s  recall 


policy  and  procedures  and  to  provide 
guidance  to  firms  so  they  may  more 
effectively  discharged  their  recall  re¬ 
sponsibilities.  Moreover,  it  is  the  Com¬ 
missioner’s 'View  that  these  guidelines 
are  authorized  by  the  statutory  frame¬ 
work  of  the  laws  administered  by 
FDA;  namely,  the  Pederal  Food,  Drug, 
and  Cosmetic  Act,  especially  section 
701(a)  (21  U.S.C.  371(a)),  which  autho¬ 
rizes  regulations  for  the  efficient  en¬ 
forcement  of  the  act,  and  sections  301, 
351,  and  361  of  the  Public  Health 
Service  Act  (42  U.S.C.  241,  262,  and 
264)  relating  to  cooperative  programs 
fof  the  protection  of  the  public 
health,  biological  products,  and  inter¬ 
state  quarantine.  These  guideline  reg¬ 
ulations  are  being  issued  under  these 
authorities. 

2.  A  comment  noted  that  one  part  of 
the  preamble  to  the  proposed  regula¬ 
tions  indicated  that  FDA  has  no  legal 
authority  to  require'  product  recalls, 
while  another  part  of  the  preamble 
implied  that  the  agency  could,  under 
s^tion  701(a)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  impose  man¬ 
datory  recall  requirements.  This  com¬ 
ment  expressed  the  opinion  that:  (1) 
No  court  has  held  that  FDA  can 
impose  a  mandatory  section  701(a) 
regulation  where  there  is  no  substan¬ 
tive  provision  elsewhere  in  the  act  so 
permitting;  (2)  the  two  statements  in 
the  preamble  are  mutually  inconsist¬ 
ent;  and  (3)  any  implication  that  FDA 
has  such  authority  is  incorrect  and 
should  be  so  stated  in  the  final  regula¬ 
tion. 

The  Commissioner  believes  that  the 
preamble  to  the  proposal  was  unclear 
with  respect  to  the  agency’s  authority 
to  promulgate  regulations  concerning 
recalls.  The  position  of  FDA  can  best 
be  understood  by  separate  discussion 
of  the  three  principal  areas  of  recall- 
related  authority:  (1)  To  order  recalls, 
(2)  to  prescribe  procedures  and  re¬ 
quirements  concerning  the  conduct  of 
recalls,  and  (3)  to  require  the  making 
of  reports  to  FDA  concerning  recalls. 

First,  FDA  has  no  authority  under 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  to  order  a  firm  to  recall  a  violative 
product  without  the  aid  of  a  court. 
Thus,  where  the  agency  requests  a 
recall  under  these  regulations,  it  has 
no  authority  to  impose  or  seek  sanc¬ 
tions  for  a  firm’s  refusal  to  carry  out 
the  recall.  (FDA  may,  of  course,  take 
legal  action  respecting  the  underlying 
violation  that  led  to  the  agency’s 
recall  request;  for  example,  it  may 
seize  an  adulterated  drug  and/or  pros¬ 
ecute  those  responsible  for  distribut¬ 
ing  the  drug.) 

Second,  FDA  does  have  authority 
under  both  the  Federal  Food,  Drug, 
and  Cosmetic  Act  and  the  Public 
Health  Service  Act  to  prescribe  man¬ 
datory  procedures  and  requirements 
that,  among  other  things,  facilitate 
the  conduct  of  recalls.  The  agency  is 
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not  fully  exercising  this  authority  in 
this  document  in  that  the  provisions 
set  forth  are  merely  guildlines  rather 
than  mandatory  requirements.  The 
agency  has  authority  to  prescribe 
mandatory  procedures  and  require¬ 
ments  concerning  the  conduct  of  re¬ 
calls  because  such  procedures  and  re¬ 
quirements  prevent  the  introduction 
into  commercial  channels,  or  facilitate 
the  removal  from  commercial  chan¬ 
nels.  of  adulterated,  misbranded,  or 
otherwise  violative  food,  drugs,  de¬ 
vices.  and  cosmetics. 

In  the  preamble  to  the  proposal,  the 
Commissioner  cited  National  Confec¬ 
tioners  Association  v.  Mathews,  CCH 
Food.  Drug.  &  Cosm.  L.  Rep.  f  38.062 
(D.  D.C.  April  14.  1976)  in  support  of 
these  regrulations.  In  the  National 
Confectioners  case,  the  court  upheld 
mandatory  FDA  regulations  concern¬ 
ing  good  manufacturing  practices  for 
cocoa  products  and  confectionery  that 
included  a  number  of  recall-related  re¬ 
quirements.  The  regulations,  among 
other  things,  defined  production  lot. 
required  coding  on  shipping  containers 
or  finished  product  packages  identify¬ 
ing  at  least  the  plant  where  packed 
and  the  product  lot  or  packaging  lot, 
and  required  maintenance  of  distribu¬ 
tion  records.  The  court  held  that 
“[tlhe  statutory  scheme  as  a  whole 
and  §§  402(aK4)  and  701(a)  in  particu¬ 
lar  clear^  provide  an  adequate  statu¬ 
tory  basis  for  the  promulgation  of  the 
regulations." 

The  district  court  decision  in  Na¬ 
tional  Confectioners  was  recently 
upheld  by  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit  (National  Confectioners  Asso¬ 
ciation  V.  Califano,  No.  76-1617,  Janu¬ 
ary  20,  1978).  The  court  of  appeals  de¬ 
cision  also  strongly  supports  the  posi¬ 
tion  that  the  Federal  Food,  Ding,  and 
Cosmetic  Act  provides  FDA  with  au¬ 
thority  to  impose  requirements  that 
facilitate  recalls.  The  court  held  that. 

(tlhe  voluntary  nature  of  recalls  does  not 
foreclose  their  regulation.  When  accommo¬ 
dation  between  the  FDA  and  private  indus¬ 
try  has  produced  an  efficient  procedure  for 
enforcing  the  Act,  and  when  that  procedure 
emphasizes  voluntary  cooperation  in  lieu  of 
a  more  disruptive  and  cumbersome  remedy 
specifically  authorized  by  the  Act.  the  FDA 
may  regulate  the  procedure  of  voluntary  co¬ 
operation.  Moreover,  it  is  proper  for  the 
FDA  to  conclude  that  it  cannot  rely  exclu¬ 
sively  on  voluntary  compliance  to  protect 
the  public  interest.  Regulations  that  require 
source  codes  and  distribution  records  may 
be  based  legitimately  In  the  need  to  expe¬ 
dite  seizure  when  voluntary  recalls  are  re¬ 
fused.  (Slip  op.  at  0.) 

National  Confectioners  is  one  of 
many  cases  holding  that  FDA  regula¬ 
tions  under  section  701(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  are 
enforceable.  See.  e.g.,  Weinberger  v. 
Hynson,  Westcott,  and  Dunning,  Inc., 
412  U.S.  609  (1973). 

The  guidelines  published  in  this  doc¬ 
ument  have  purposes  similar  to  the 


regulations  upheld  in  the  National 
Confectioners  case:  i.e.,  "to  prevent 
the  introduction  of  adulterated  [arti¬ 
cles]  into  commercial  channels,”  "to 
facilitate  the  withdrawal  by  the  manu¬ 
facturer  of  contaminated  or  suspect 
[articles]  from  the  market  and  to 
enable  FDA  to  monitor  such  with¬ 
drawal,"  to  "facilitate  public  warning 
where  necessary,”  and  to  "increase  the 
capability  of  both  the  FDA  and  the 
manufacturer  of  locating  the  lots 
which  may  be  adulterated.”  The  Com¬ 
missioner  believes  that  many  of  the 
prdvisions  in  this  document  for  the 
conduct  of  recalls  (e.g.,  having  a  strat¬ 
egy  for  each  recall,  notifying  custom¬ 
ers  of  the  recall,  and  having  a  current 
written  plan  for  affecting  recalls) 
could  be  promulgated  as  mandatory 
requirements  if  experience  under  the 
guidelines  proves  that  mandatory  re¬ 
quirements  are  necessary. 

Several  comments  thought  that  the 
Commissioner  was  relying  on  the  Na¬ 
tional  Confectioners  case  in  support  of 
an  argument  that  FDA  could  promul¬ 
gate  regulations  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  en¬ 
abling  the  agency  to  order  a  recall.  As 
explained  above,  FDA  does  not  believe 
that  this  act  provides  authority  to  pro¬ 
mulgate  regulations  enabling  it  to 
order  a  recall  although  it  can,  as  indi¬ 
cated  in  National  Confectioners,  pro¬ 
mulgate  mandatory  requirements  to 
improve  the  efficiency  of  recalls  once 
begun. 

Third,  FDA  has  specific  authority  to 
require  the  making  of  reports  to  FDA 
concerning  recalls,  such  as  notification 
that  a  recall  is  occurring,  for  some  of 
the  products  it  regulates,  but  not  for 
all.  The  Commissioner  maintains  that 
FDA  has  clear  authority  to  require 
such  reports  where  there  is  a  specific 
statutory  provision  authorizing  such  a 
reporting  requirement,  e.g.,  section 
505  (i)  and  (J)  (21  U.S.C.  355  (i)  and 
(J))  with  respect  to  new  drugs  and  sec¬ 
tions  519  and  520(g)  (21  U.S.C.  360i 
and  360J(g))  with  respect  to  devices: 
where  there  is  specific  statutory  au¬ 
thority  authorizing  records  inspection 
that  includes  inspection  of  recall-relat¬ 
ed  records,  e.g.,  section  704  (21  U.S.C. 
374)  with  respeirt,  to  prescription  drugs 
and  restricted  devices:  or  where  the 
product  is  subject  to  a  licensing  or 
permit  requirement  and  reporting  of 
recalls  is  a  condition  to  the  license  or 
permit,  e.g.,  under  section  351  and  361 
of  the  Public  Health  Service  Act  (42 
U.S.C.  262  and  264)  with  respect  to 
biologies.  The  Commissioner  points 
out  that  the  reporting  provisions  in 
this  document  are  guidelines  for  all 
FDA-regulated  products,  despite  the 
agency’s  specific  authority  to  promul¬ 
gate  mandatory  reporting  require¬ 
ments  for  certain  products.  Other 
FDA  regulations  may  contain  manda¬ 
tory  requirements  concerning  recall 
reporting. 


3.  A  comment  stated  that  the  sanc¬ 
tions  available  to  FDA  are  already 
spelled  out  in  the  Federal  Food,  Drug, 
and  Cosmetic  Act  and  nowhere  is 
there  any  hint  that  recall  is  one  of 
them,  or  any  basis  to  conclude  that 
Congress  intended  to  include  recalls  as 
a  means  of  assuring  compliance.  The 
comment  further  noted  that  the  Su¬ 
preme  Court’s  decision  in  United 
States  V.  Park,  421  U.S.  658  (1975), 
makes  no  reference  to  product  recall 
and  citing  this  decision  in  the  pream¬ 
ble  to  the  proposed  regulations  cannot 
in  any  logical  manner  bolster  the 
claim  that  recalls  can  be  imposed  upon 
offenders  of  the  act.  The  comment  as¬ 
serts,  therefore,  that  if  FDA  should,  at 
some  future  date,  consider  mandatory 
requirements  necessary,  the  agency 
should  seek  legislation  to  provide  the 
authority  which  it  does  not  now  pos¬ 
sess. 

The  Commissioner  emphasizes  that 
nowhere  in  the  proposal  nor  in  this 
final  rule  is  it  implied  that  recall  is  a 
sanction  that  FDA  can  order  adminis¬ 
tratively  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  seek 
criminal  prosecution  of  persons  who 
do  not  comply  with  the  order  (except¬ 
ing  the  repair,  replacement,  and 
refund  authority  for  medical  devices 
discussed  in  paragraph  20  below  in 
this  preamble).  It  is  true  that  the  pre¬ 
amble  to  the  proposal  cited  dicta  in 
United  States  v.  Park  to  support  the 
agency’s  position  that  manufacturers 
and  distributors  have  the  responsibili¬ 
ty  "to  seek  out  and  remedy  violations 
when  they  occur  •  •  •  .”  This  citation 
does  not  mean,  nor  was  it  intended  to 
imply,  that  the  Supreme  Court's  deci¬ 
sion  was  being  interpreted  by  FDA  as 
authorizing  the  agency  to  order  manu¬ 
facturers  or  distributors  to  initiate  re¬ 
calls.  However,  the  decision  does  sup¬ 
port  the  view  that  firms  engaged  in 
the  production  and  marketing  of  FDA- 
regulated  products  have  by  the  nature 
of  their  business  assumed  a  duty  to 
recall  their  products  when  necessary 
to  protect  the  health  and  well-being  of 
the  public.  These  recall  guidelines  are 
thus  founded  upon  this  inherent  re¬ 
sponsibility  of  firms  and  are  intended 
to  provide  guidance  for  them  to  carry 
out  this  responsibility  Therefore,  so 
long  as  firms  continue  to  cooperate  in 
discharging  their  product  recall  re¬ 
sponsibilities,  there  appears  to  be  no 
need  for  FDA  to  possess  authority 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  to  order  a  recall  adminis¬ 
tratively.  However,  if  experience  under 
these  regulations  proves  that  such  au¬ 
thority  is  needed,  the  Commissioner 
agrees  that  the  agency  should  seek  it 
from  Congress. 

4.  A  comment  recommended  formu¬ 
lation  of  a  recall  policy  that  is  based 
on  and  consistent  with  the  authority 
FDA  has  under  the  multiple  seizure 
provisions  in  section  304(a)(1)  of  the 
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Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  334(aKl)).  The  comment 
contended  that  any  definitions  of 
“recall  classification”  that  do  not  con¬ 
form  to  the  multiple  seizure  provisions 
are  too  broad  and  do  not  recognize 
that  FDA’s  reliance  on  recall  originat¬ 
ed  as  sui  alternative  to  multiple  seiz¬ 
ure. 

The  Commissioner  agrees  with  the 
comment  only  in  one  respect:  the 
agency’s  criteria  for  requesting  a  recall 
imder  the  regulations  should  not  be 
broader  than  the  criteria  for  initiating 
a  multiple  seiziire.  Thus,  there  must 
be  product  adulteration,  distribution 
in  violation  of  the  new  drug  or  food 
emergency  permit  control  provisions 
of  the  act,  or  misbranding  of  certain 
types.  (The  act  provides  for  multiple 
seizure  when  the  article  is  dangerous 
to  health,  or  the  labeling  is  fraudulent 
or  would  be  in  a  material  respect  mis¬ 
leading  so  as  to  cause  injury  or 
damage  to  the  purchaser  or  consximer, 
or  the  article  is  an  adulterated  or  mis¬ 
branded  device.)  The  Commissioner 
believes,  however,  that  both  the  crite¬ 
ria  for  FDA-requested  recalls  in 
§  7.45(a)(1)  (21  CFR  7.41(aKl)),  requir¬ 
ing,  among  other  things,  “that  a  prod¬ 
uct  •  •  •  presents  a  risk  of  illness  or 
injury  or  gross  consumer  deception,” 
and  the  criteria  for  all  three  recall 
classes  in  §  7.3(m)  (21  CFR  7.3(m))  are 
narrower  than  the  criteria  for  multi¬ 
ple  seizures.  Thus,  these  provisions  do 
not  exceed  FDA  authority  to  initiate 
multiple  seizures. 

In  other  respects,  however,  conform¬ 
ing  the  recall  regulations  to  the  multi¬ 
ple  seiziire  provisions  of  the  act  would 
be  inappropriate.  Under  §  7.40(b)  (21 
CFR  7.40(b)),  FDA  recall  requests  are 
reserved  for  urgent  situations,  a  limi¬ 
tation  that  does  not  apply  to  multiple 
seizures.  There  are  occasional  in¬ 
stances  where  seiziu’e  of  a  single  lot, 
rather  than  multiple  seiziu*es,  will  suc¬ 
ceed  in  removing  a  product.  In  other 
cases,  seeking  a  court-ordered  recall  as 
a  form  of  injunctive  relief  would  be 
appropriate.  Thus,  it  is  not  entirely 
correct  to  say  that  multiple  seizure  is 
the  agency’s  remedy  where  a  firm  re¬ 
fuses  to  recall.  In  addition,  the  Com¬ 
missioner  does  not  believe  that  a 
firm’s  criteria  for  initiating  a  recall 
should  be  conformed  to  the  multiple 
seizxire  provisions  of  the  act,  or  limited 
to  instances  in  which  FDA  would  re¬ 
quest  a  recall.  Many  responsible  firms 
initiate  recalls  concerning  violations 
that  would  not  result  in  multiple  seiz¬ 
ure  or  an  FDA-requested  recall.  Be¬ 
cause  the  Commissioner  nevertheless 
has  an  interest  in  such  recalls,  the 
definition  of  recall  must  be  broad 
enough  to  include  these  firm-initiated 
recalls  as  well  as  FDA-requested  re¬ 
calls. 

5.  A  comment  stated  that  the  regula¬ 
tions  may  be  giving  industry  too  much 
responsibility  with  respect  to  product 
recalls. 


The  Commissioner  advises  that  al¬ 
though  these  guidelines  recognize 
both  the  responsibility  of  industry  re¬ 
garding  recall  and  the  voluntary 
nature  of  recall,  they  also  provide  suf¬ 
ficient  safeguards  for  protecting  the 
public  from  the  firm  that  might  act  in 
an  irresponsible  manner  in  discharg¬ 
ing  its  recall  responsibilities.  For  ex¬ 
ample,  where  a  firm  refuses  to  under¬ 
take  a  recall  when  so  requested  by 
FDA,  the  agency  will  initiate  seizure 
of  that  product  or  other  appropriate 
action.  Moreover,  in  accordance  with 
the  provisions  in  this  doemnent,  FDA 
will  monitor  a  firm’s  recall  to  assure 
that  it  is  promptly  and  effectively  con¬ 
ducted.  If  the  recall  is  deficient,  the 
agency  will  initiate  appropriate  regula¬ 
tory  action. 

6.  One  conunent  asserted  that  the 
regulations  should  indicate  that  they 
are  entirely  internal  recall  policies  and 
procedures  for  FDA  to  follow,  but  not 
for  the  regulated  industry. 

The  Commissioner  advises  that  the 
recall  of  an  FDA-regulated  product  is 
a  responsibility  of  both  FDA  and  the 
firm  responsible  for  the  manufacture 
and  distribution  of  that  product.  Thus 
it  is  essential  to  define  not  only  FDA’s 
role  in  product  recalls,  but  industry’s 
as  well,  because  ultimately  the  re(^ 
procedures  that  a  firm  follows  actually 
determine  the  success  or  failure  of  a 
particular  recall.  If  these  guidelines 
were  limited  to  the  recall  policy  and 
procedures  that  FDA  is  to  follow,  they 
would  be  incomplete  and  nonsensietd 
because  they  would  not  reflect  the 
other  more  essential  component  of 
conducting  an  effective  recall,  namely, 
the  procedures  a  firm  should  follow. 

7.  One  conunent  stated  that  the  reg¬ 
ulations  will  not  help  FDA’s  role  in  re¬ 
calls. 

The  Commissioner  does  not  share 
this  view.  The  experience  of  the 
agency  shows  that  the  absence  of 
formal  recall  procedures  has  resulted 
in  misunderstandings  regarding  the  re¬ 
spective  roles  of  FDA  and  industry  in 
conducting  a  recall  and.  more  impor¬ 
tantly,  has  on  occasion  resulted  in  in¬ 
effective  recalls.  These  guidelines  are. 
among  other  things,  intended  to  recti¬ 
fy  this  problem  by  defining  these  re¬ 
spective  roles,  thereby  clarifying  and 
strengthening  FDA’s  role  in  recalls. 

8.  Several  comments  recommended 
that  instead  of  mandatory  require¬ 
ments,  the  regulations  would  be  ap¬ 
propriate  if  issued  as  guidelines  for 
fim^  to  follow. 

As  stated  under  paragraph  1  in  this 
preamble,  the  pro(isions  of  this  docu¬ 
ment  are  not  mandatory  recall  re¬ 
quirements  but  are  guidelines  for  in¬ 
dustry  to  follow  in  conducting  a  recall 
of  certain  products  subject  to  FDA  ju¬ 
risdiction.  Because  the  comments  indi¬ 
cate  that  the  precise  nature  and  pur¬ 
pose  of  this  final  rule  need  clarifica¬ 
tion,  the  term  “guidelines”  and  other 


explanatory  statements  have  been 
added  to  the  title  and  various  provi¬ 
sions  of  Subpart  C  of  Part  7,  and  to 
the  scope  section  of  the  general  provi¬ 
sions  in  Subpart  A  of  Part  7. 

9.  A  comment  expressed  opposition 
to  the  recall  regulations  being  catego¬ 
rized  as  “guidelines”  because:  (1)  Ex¬ 
perience  indicates  that  guidelines, 
while  voluntary  in  nature,  assume  the 
mantle  of  absolute  requirements  over 
a  period  of  time,  and  (2)  if  FDA  is 
given  enforceable  recall  authority,  the 
complexion  of  the  guidelines  will 
change  accordingly. 

The  Commissioner  advises  that 
under  the  agency’s  existing  authorities 
it  would  not  be  possible  for  many  of 
the  provisions  of  this  final  rule  to  be 
anything  more  than  guidelines.  If  the 
agency  is  given  new  authority  to  order 
recalls  administratively,  it  will  be  nec¬ 
essary  to  promulgate  new  regulations 
in  accordance  with  that  new  authority 
and  to  either  amend  or  revoke  the 
guidelines  contained  in  this  document. 

10.  Several  comments  urged  FDA  to 
use  existing  rules  to  handle  recalls  be¬ 
cause  there  are  enough  regulations  al¬ 
ready.  Some  of  the  comments  suggest¬ 
ed  that  recalls  continue  on  an  infor¬ 
mal  basis  because  formal  procedures 
will  result  in  over-regulation  and  will 
impose  unnecessary  hardships  and 
burdens  on  the  affected  industry,  all 
of  which  will  cause  an  increase  in  the 
cost  of  consumer  goods. 

The  Commissioner  advises  that 
there  are  no  current  regulations  gov¬ 
erning  procedures  for  recall  of  viola¬ 
tive  foods,  drugs,  medical  devices,  cos¬ 
metics,  and  biologies.  Furthermore, 
full  consideration  was  given  by  the 
Commissioner  to  continuing  to  use  a 
less  formal  means  of  implementing 
and  publicly  disseminating  FDA’s 
recall  policy  and  procedures,  such  as 
inclusion  in  the  FDA  Regulatory  Pro¬ 
cedures  Manual.  This  method  was 
used  in  the  past.  However,  use  of  the 
manual  for  implementing  and  dissemi¬ 
nating  procedures  for  recalls  was  defi¬ 
cient  in  several  respects:  (1)  The 
manual  was  available  to  the  public 
only  upon  request  and  thus  had  limit¬ 
ed  circulation  outside  FDA;  (2)  the 
manual,  which  applied  only  to  FDA’s 
internal  recall  procedures,  did  not  ad¬ 
dress  industry’s  vital  role  in  recalls; 
and  (3)  issuance  of  recall  procedures  in 
a  manual  provided  no  mechanism  for 
comment  by  the  public  and  the  regu¬ 
lated  industry  before  final  pnx^dures 
are  adopted.  Therefore,  the  Commis¬ 
sioner  has  concluded  that  using  a  rule 
making  process  to  develop  and  define 
FDA’s  recall  policy  and  procedures,  as 
has  been  done  with  these  guidelines, 
will  alleviate  these  problems.  Indeed, 
the  many  constructive  comments  re¬ 
ceived  on  the  proposal  have  resulted 
in  improvements  in  the  guidelines  now 
being  adopted. 

Further,  the  Commissioner  believes 
that  adoption  of  these  recall  guide- 


FEDEtAL  REGISTER,  VOL  43,  NO.  117— FRIDAY,  JUNE  16,  1971 


RULES  AND  REGULATIONS 


26205 


lines  should  not  result  in  additional 
hardships  or  burdens  on  industry  be¬ 
cause  they  generally  reflect  what  FDA 
and  the  regulated  industry  have  been 
doing  over  the  years  concerning  prod¬ 
uct  recalls.  The  main  difference  is  that 
this  document  fully  discloses  and  de¬ 
fines  all  the  steps  and  considerations 
associated  with  a  product  recall,  which 
in  turn  should  improve  upon  these 
past,  sometimes  unsystematic,  recall 
efforts.  Therefore,  there  is  no  reason 
to  conclude  that  issuance  of  these 
guidelines  will  cause  a  substantial  in¬ 
crease  in  the  cost  of  consumer  goods. 

11.  Because  FDA  stated  in  the  pro¬ 
posal  that  recalls  have  been  carried 
out  willingly  by  firms,  one  comment 
questioned  the  necessity  of  having 
recall  regulations. 

The  Commissioner  notes  that  the 
basic  premise  under  which  the  recall 
guidelines  are  being  issued  is  that 
most  firms  have  willingly  discharged 
their  responsibility  for  removing  or  re¬ 
conditioning  violative  products  distrib¬ 
uted  in  commerce.  However,  a  recall 
requires  more  than  just  the  willing¬ 
ness  to  carry  it  out.  In  order  for  it  to 
be  an  effective  method  of  consumer 
protection,  a  recall  must  be  conducted 
in  a  manner  that  achieves  the  orderly 
and  timely  removal  or  reconditioning 
of  a  violative  product  to  the  extent 
necessary  to  protect  the  public  health. 
Accordingly,  the  procedures  for  con¬ 
ducting  recalls  need  to  be  defined,  as  is 
being  done  in  the  guidelines  contained 
in  this  notice. 

12.  A  comment  stated  that  since  the 
FDA  recall  policy  is  based  on  the  agen¬ 
cy’s  forbearance  from  court  action  as 
the  "quid  pro  quo”  for  industry’s  vol¬ 
untary  compliance,  the  recall  regula¬ 
tions  should  include  FDA’s  guidelines 
for  exercise  of  its  discretion  not  to 
proceed  against  violators  or  defective 
products.  The  comment  also  asserted 
that  the  agency  has  the  responsibility 
and  duty  to  invoke  legal  sanctions, 
rather  than  to  seek  recalls,  when  mar¬ 
keted  products  are  discovered  to  be 
adulterated  or  misbranded. 

The  Commissioner  rejects  the  com¬ 
ment.  The  recall  policy  of  FDA  is  not 
based  on  the  agency’s  forbearance 
from  court  action  as  the  quid  pro  quo 
for  industry’s  volimtary  compliance. 
Therefore,  it  is  inappropriate  to  in¬ 
clude  the  agency’s  criteria  for  such 
forbearance  in  the  recall  regulations. 
Firms  institute  recalls  because  they 
have  a  responsibility  to  protect  the 
public  from  defective  products.  Firms 
also  can  be  subject  to  private  civil  lia¬ 
bility  for  distributing  such  products. 
The  Food  and  Drug  Administration,  in 
considering  whether  to  initiate  civil  or 
criminal  court  action,  will  consider 
whether  there  was  a  need  for  a  recall 
and  whether  one  was  carried  out.  This 
will  be  weighed  with  other  relevant 
factors. 

The  Commissioner  advises  that  ex¬ 
perience  has  shown  that  recalls  are 


generally  more  effective  and  expedi¬ 
tious  than  seizures.  Thus,  for  a  situa¬ 
tion  involving  a  widely  distributed 
product  that  presents  a  risk  of  illness 
or  injury  or  gross  consiuner  deception, 
it  would  not  be  in  the  public  interest 
for  the  agency  to  proceed  with  a  legal 
remedy  (e.g.,  seizure)  that  might  not 
be  as  effective  as  the  voluntary 
remedy  (e.g.,  recall)  in  avoiding  such 
coi^umer  harm  or  deception.  To 
assert  otherwise,  as  this  particular 
comment  does,  is  to  argue  incorrectly 
that  the  basic  mission  of  FDA  is  to  ini¬ 
tiate  court  actions.  Rather,  the  agen¬ 
cy’s  mission  is  to  protect  the  public 
health.  Court  actions  are  only  one  of 
several  ways  to  achieve  this  mission. 
The  agency  should  consider  and  seek 
to  bring  about  voluntary  action  when 
it  concludes  that  this  offers  a  better 
way  to  protect  the  public  health  and 
welfare  than  does  a  court  action. 

13.  One  comment  recommended  that 
the  FDA  role  in  recalls  be  supervisory 
rather  than  regulatory. 

The  Commissioner  agrees  in  part 
with  this  comment.  The  guidelines 
state  that  the  responsibility  of  FDA  is 
to  monitor  recalls  and  assess  the  ade¬ 
quacy  of  a  firm’s  efforts  in  recalling 
violative  products.  In  that  sense,  the 
FDA  role  in  recall  is  supervisory.  How¬ 
ever,  the  guidelines  also  provide  that 
appropriate  legal  action,  e.g.,  seizure, 
is  indicated  when  a  recall  is  not  effec¬ 
tive.  Recalls  bear  on  FDA’s  exercise  of 
its  regulatory  responsibilities  to  pro¬ 
tect  the  public  health.  Accordingly, 
from  a  regulatory  perspective,  FDA 
has  an  interest  in  how  recalls  are  con¬ 
ducted. 

14.  A  comment  stated  that  the  recall 
policy  of  FDA  ignores  the  penalties 
available  under  section  303  of  the  Fed¬ 
eral  Food.  Drug,  and  Cosmetic  Act  (21 
U.S.C.  333)  to  deter  violations  and  en¬ 
courage  compliance.  The  comment 
further  stated  that  although  seizure 
of  offending  products  is  the  most 
direct  and  immediately  effective  regu¬ 
latory  tool  for  protection  for  consum¬ 
ers.  seizure  Is  not  the  only  remedy  and 
the  section  303  sanctions  should  not 
be  overlooked. 

The  Commissioner  iudvises  that  the 
purpose  of  seizure,  as  provided  by  the 
act.  and  the  purpose  of  recall,  as  pro¬ 
vided  by  these  guidelines,  are  the 
same:  to  remove  a  violative  product 
from  the  marketplace  and  thereby  to 
protect  consumers.  Obviously,  a 
person  whose  goods  are  seized  or  who 
recalls  them  may  view  either  remedy 
as  a  form  of  penalty  for  the  violation 
and  may  be  deterred  from  committing 
future  violations.  However,  deterrence 
is  not  the  reason  for  an  FDA  seizure 
or  an  FDA  request  for  a  recall.  There¬ 
fore.  it  cannot  be  argued  that  the 
agency’s  use  of  recall  in  lieu  of  seizure 
in  a  particular  case  ignored  the  reme¬ 
dies  authorized  by  section  303  of  the 
act.  These  remedies  may  also  be  in¬ 
voked  in  appropriate  cases. 


15.  Several  comments  recommended 
that  the  final  regulations  specifically 
recognize  and  state  that  recalls  are 
based  on  good  faith  negotiations  and 
mutual  trust  and  that  where  a  firm  co¬ 
operates.  FDA  will  bind  itself  not  to 
institute  statutory  sanctions  against 
that  firm. 

As  previously  indicated,  the  Commis¬ 
sioner  recognizes  that  for  a  recall  to 
take  place,  a  firm’s  cooperation  and 
willingness  are  necessary.  However,  for 
the  following  reasons,  a  volimtary 
recall  does  not  preclude  FDA  from  in¬ 
voking  any  of  its  regulatory  powers: 

(DA  firm  has  the  responsibility  to 
manufacture  and  distribute  products 
that  comply  with  the  law.  If  it  is  dis¬ 
covered  that  a  product  marketed  by  a 
firm  does  not  comply  with  the  law,  the 
firm  has  the  additional  responsibility 
of  removing  or  reconditioning  that  vio¬ 
lative  product.  Therefore,  a  recall  is 
not  an  action  above  and  beyond  the 
call  of  duty.  A  firm  which  conducts  a 
recall  is  carrying  out  its  responsibility. 
Therefore,  there  is  no  reason  for  a 
firm  to  expect  special  treatment  be¬ 
cause  it  has  recalled  its  product. 

(2)  The  agency  has  an  obligation  to 
monitor  a  firm’s  recall  to  assure  that 
the  recall  is  being  conducted  promptly 
and  effectively.  If  the  recall  is  effec¬ 
tive,  FDA  need  not  undertake  seizure 
of  the  firm’s  product;  if  it  is  deficient, 
FDA  may  find  it  necessary  to  initiate 
seizure  and/or  other  measures  to 
effect  removal  or  reconditioning  of  the 
violative  product  in  order  to  protect 
the  public. 

(3)  Once  a  recall  has  been  complet¬ 
ed.  FDA  has  the  obligation  to  assure 
that  the  recalled  violative  product  is 
either  destroyed  or  suitably  recondi¬ 
tioned.  If  it  is  possible  that  the  viola¬ 
tive  product  will  be  reintroduced  into 
commerce,  seizure  of  the  recalled 
product  or  an  injunction  would  then 
be  necessary. 

(4)  The  agency  also  has  an  obliga¬ 
tion  to  investigate  the  circumstances 
and  practices  in  the  manufacture  and 
distribution  of  the  product  that  led  to 
the  recall.  If  it  is  evident  that  the  vio¬ 
lation  could  continue,  the  agency 
might  find  it  necessary  to  initiate  an 
Injunction  against  the  firm.  In  some 
situations,  alternative  or  additional 
sanctions,  such  as  biologies  license  rev¬ 
ocation  or  withdrawal  of  approved  new 
drug  applications,  may  be  appropriate. 

(5)  The  agency  has  an  obligation  to 
consider  whether  the  firm  and  respon¬ 
sible  persons  should  be  penalized  for 
the  violation(s)  that  have  occurred. 
The  Commissioner  advises  that  in  all 
cases  the  attitude  (e.g.,  good  faith)  of 
a  firm,  its  history  of  violations,  and 
other  circumstances  are  carefully 
weighed  as  part  of  the  agency’s  consid¬ 
eration  of  whether  to  initiate  a  crimi¬ 
nal  prosecution. 

(6)  Finally,  the  legal  sanctions  avail¬ 
able  to  FDA  are  not  to  be  viewed  as 
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mutually  exclusive.  For  example, 
nothing  in  the  Federal  Food,  Drug, 
and  Cosmetic  Act  contemplates  that 
seiziu*e  of  a  violative  product  precludes 
FDA  from  considering  seeking  other 
remedies.  As  discussed  earlier,  each  of 
these  sanctions  has  a  particular  piir- 
pose  and  may  be  used  separately  or  in 
conjimction  with  other  remedies  in  a 
given  case.  Because  a  recall  is  similar 
to  seizure  in  basis  and  effect,  injimc- 
tion.  criminal  prosecution,  and/or 
other  sanctions  may  be  also  appropri¬ 
ate  in  a  recall  situation. 

Therefore,  the  Commissioner  rejects 
this  comment  because  it  would  not  be 
in  the  public  interest  for  FDA  to  elimi¬ 
nate  one  or  more  of  its  enforcement 
options  before  reviewing  the  facts  and 
merits  of  a  particular  case. 

16.  A  comment  asserted  that  the  reg¬ 
ulations  discourage  ambitious  and  ef¬ 
fective  recall  procedures  by  imposing 
inflexible  requirements  upon  the  regu¬ 
lated  industry. 

The  Commissioner  disagrees  with 
this  comment.  As  previously  noted, 
these  provisions  are  guidelines,  not  en¬ 
forceable  requirements.  They  provide 
flexible  procedures,  not  rigid  rules,  for 
FDA  and  industry  to  follow  in  carry¬ 
ing  out  their  respective  recall  responsi¬ 
bilities.  The  Commissioner  also  be¬ 
lieves  that  these  guidelines  should  aid 
industry’s  recall  efforts  because  these 
procedures  have  evolved  over  a  period 
of  years  from  actusd  experience  and 
thus  incorporate  only  essential  and 
practical  ingredients  for  effectively 
conducting  product  recalls. 

17.  Several  comments  indicated  that 
the  regulations  impose  on  individual 
firms  unnecessary  administrative  bur¬ 
dens,  punish  responsible  manufactur¬ 
ers.  or  are  impractical  for  small  busi¬ 
nesses  to  follow. 

The  Commissioner  concludes  that 
these  guidelines  are  essential  to  ensure 
that  a  recall  is  conducted  in  a  manner 
that  achieves  the  orderly  and  prompt 
removal  or  correction  of  a  violative 
product  to  the  extent  necessary  to 
protect  the  public  health.  A  recall  is  a 
serious  matter  and  is  intended  to  pro¬ 
tect  the  public  health.  The  Commis¬ 
sioner  has  found,  however,  that  some 
of  the  provisions  in  the  proposal  are 
not  Justified  because  they  would  not 
significantly  aid  a  firm  and  FDA  in 
discharging  their  respective  recall  re¬ 
sponsibilities.  Accordingly,  appropriate 
changes  have  been  made  and  are  de¬ 
scribed  in  subsequent  paragraphs  dis¬ 
cussing  comments  on  specific  provi¬ 
sions  of  the  proposal.  Because  a  prod¬ 
uct  subject  to  a  recall  may  pose  a  risk 
of  serious  illness  or  injury  or  gross 
consumer  deception,  these  recall 
guidelines  will  apply  to  all  firms  re¬ 
gardless  of  size  or  volume  of  business. 
In  the  Commissioner’s  opinion,  a  small 
business  has  the  same  obligation  that 
a  large  business  has  to  recall  violative 
products  that  it  has  distributed. 


18.  A  comment  questioned  whether 
the  recall  regulations  apply  to  medi¬ 
cated  feed. 

The  Commissioner  advises  that 
these  guidelines  apply  to  animal  feed 
(including  medicated  and  nonmedicat- 
ed  feed,  components  and  ingredients 
of  animal  fee^  and  pet  food)  that  has 
been  distribute  in  commerce.  He  ac¬ 
knowledges  that  the  scope  of  the 
guidelines  may  not  have  been  suffi¬ 
ciently  clear  in  the  proposal  since  only 
the  statutory  definition  of  the  term 
“food"  was  used  to  include  these  types 
of  products.  Also,  since  only  the  statu¬ 
tory  terms  “drug"  and  “device”  were 
used  in  the  proposal  to  encompass 
both  human  and  animal  drugs  and  de¬ 
vices,  there  may  be  a  similar  confusion 
about  the  applicability  of  these  giiide- 
lines  to  animal  drugs  and  devices.  The 
Commissioner  advises  that  these 
guidelines  also  apply  to  drugs  and  de¬ 
vices  intended  for  animal  use.  To  pre¬ 
vent  misxmderstanding,  the  definition 
of  “product”  under  §  7.3(f)  (21  CFR 
7.3(f))  has  been  amended  accordingly. 

19.  Several  comments  asserted  that 
the  regulations  do  not  give  proper  rec¬ 
ognition  to  the  basic  nature,  distribu¬ 
tion,  and  use  of  animal  feed  products. 
For  these  reasons,  the  comments  con¬ 
cluded  that  the  regulations  either 
should  not  apply  to  the  feed  indiistry 
or  should  be  replaced  by  recall  proce¬ 
dures  specifically  designed  for  animal 
feed  pr^ucts. 

The  Commissioner  advises  that  both 
FDA  and  the  feed  industry  have  fol¬ 
lowed  procedures  similar  to  those  in 
these  guidelines  over  the  years.  This 
experience  indicates  that  the  guide¬ 
lines  are  appropriate  for  the  recall  of 
animal  feed  products.  Additionally, 
there  is  no  statutory  basis  or  practical 
reason  for  treating  marketed,  violative 
animal  feed  products  differently  than 
products  intended  for  human  con¬ 
sumption.  Therefore,  the  Commission¬ 
er  concludes  that  if  the  agency  were  to 
adopt  separate  recall  procedures  spe¬ 
cifically  for  animal  feeds,  such  proce¬ 
dures  would  be  practically  identical  to 
the  ones  contained  in  this  document. 
The  Commissioner  further  notes  that 
these  guidelines  are  framed  to  provide 
flexibility  whereby,  if  required  by  un¬ 
usual  circumstances,  both  FDA  and  in¬ 
dustry  (including  the  animal  feed  in¬ 
dustry)  could  make  necessary  and  ap¬ 
propriate  adjustments  in  the  recall 
procedures  for  a  particular  product. 

20.  A  number  of  comments  expressed 
the  opinion  that  these  regulations 
should  not  apply  to  medical  devices 
since  Congress  has  passed  the  Medical 
Device  Amendments  of  1976. 

The  Commissioner  does  not  share 
this  opinion.  The  Medical  Device 
Amendments  of  1976  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  provide, 
among  other  things,  the  authority  for 
FDA  under  section  518  (21  U.S.C. 
360h)  to  require  notification  of  risks 


and  the  administrative  remedies  of  re¬ 
placement.  repair,  or  refund  with  re¬ 
spect  to  marketed  medical  devices.  (By 
statutory  definition,  the  term  “device” 
includes  in  vitro  diagnostic  products.) 
While  it  may  have  appeared,  and  was 
so  stated  in  the  preamble  of  the  June 
1976  proposal,  that  implementation  of 
section  518  through  the  promulgation 
of  separate  regulations  would  eventu¬ 
ally  result  in  the  exclusidn  of  medical 
devices  from  the  scope  of  the  recall 
guidelines,  the  Commissioner  has  de¬ 
termined  that  medical  devices  should 
remain  subject  to  these  guidelines. 

Notification  and  remedy  under  sec¬ 
tion  518  are  limited  to  situations 
where  the  agency  determines  that  a 
commercially  distributed  device  in¬ 
tended  for  human  use  presents  an  un¬ 
reasonable  risk  of  substantial  harm  to 
the  public  health.  Furthermore,  a 
remedy  other  than  notification  cannot 
be  ordered  in  such  a  situation  imless 
FDA  also  determines  that  there  are 
reasonable  groimds  to  believe  that:  (1) 
The  device  was  not  properly  designed 
and  manufactured  with  reference  to 
the  state  of  the  art  as  it  existed  at  the 
time  of  its  design  and  manufacture 
and  (2)  the  unreasonable  risk  was  not 
caused  by  the  negligence  of  a  person 
other  than  a  manufacturer,  importer, 
distributor,  or  retailer  of  a  device.  If  a 
situation  with  a  device  does  meet 
these  prerequisites,  the  agency  will 
consider  using  its  authority  under  sec¬ 
tion  518. 

The  Commissioner  notes,  however, 
that  the  authority  in  section  518  does 
not  apply  to  the  following  situations: 
Violative  veterinary  devices  and  inves¬ 
tigational  devices;  devices  that  present 
problems  of  deception  rather  than  risk 
to  health;  devices  that  present  some 
risk  to  health,  but  do  not  present  an 
unreasonable  risk  of  substantial  harm; 
devices  that  present  a  risk  notwith¬ 
standing  the  fact  that  the  device  was 
properly  designed  and  manufactured 
with  reference  to  the  state  of  the  art 
at  that  time;  or  devices  which  were 
rendered  dangerous  because  of  the 
negligence  of  persons  other  than  a 
manufacturer,  importer,  distributor, 
or  retailer  of  a  device.  In  each  of  these 
situations,  action  cannot  be  taken 
luider  section  518,  although  the 
agency  does  have  the  authority  to  ini¬ 
tiate  seizure  of  the  device  under  sec¬ 
tion  304  of  the  act  in  order  to  protect 
the  public  from  misbranded  or  adul¬ 
terated  medical  devices.  Since  a  recall 
is  an  alternative  to  seizure,  these 
guidelines  should  be  also  applicable  to 
violative  medical  devices,  notwith¬ 
standing  the  authority  in  section  518. 
Moreover,  a  firm  may  initiate  a  recall 
of  a  violative  medical  device  without 
intervention  by  FDA.  In  such  a  case, 
there  would  not  necessarily  be  an 
agency  finding  that  the  standards  of 
section  518  are  satisfied  and  that  the 
formal  remedies  under  that  section 
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are  appropriate,  although  the  agency 
might  find  that  sufficient  grounds 
exist  for  seizure  of  that  medical 
device.  In  conducting  its  recall,  the 
firm  should  be  guided  by  the  proce¬ 
dures  in  this  notice. 

Because  these  guidelines  cover  many 
situations  that  are  not  covered  by  sec¬ 
tion  518  of  the  Federal  Pood,  Drug, 
and  Cosmetic  Act,  the  Commissioner 
has  concluded  that  recalls  of  medical 
devices  should  be  subject  to  these 
guidelines. 

21.  A  comment  stated  that  only 
those  biological  products  intended  for 
human  use  should  be  subject  to  these 
regulations. 

The  Commissioner  agrees  since  only 
those  biologies  that  are  intended  for 
human  use  are  subject  to  FDA’s  juris¬ 
diction.  Therefore,  an  appropriate  no¬ 
tation  has  been  added  to  the  defini¬ 
tions  in  5  7.3(f)  imder  "product.” 

22.  Comments  objected  to  Including 
product  corrections  in  the  definition 
of  recall  under  §  7.3(g)  since  the  term 
"recall”  has  come  to  mean  removal  of 
a  product  from  consumer  channels, 
whereas  a  product  correction  means 
that  the  product  is  corrected  without 
its  physical  removal  and  return  to  the 
manufacturer.  One  comment  suggest¬ 
ed  that  the  term  "recall”  as  used  in 
these  regulations  be  replaced  by 
"product  corrective  action”  as  the 
more  appropriate  term  for  embracing 
the  different  kinds  of  product  correc¬ 
tions  actually  contemplated  by  these 
regulations,  such  as:  removals,  retro¬ 
fits  (e.g.,  replacement  of  a  defective  or 
womout  part  in  a  device),  labeling 
changes,  repairs,  and  replacements. 
Other  comments  stated  that  since  cer¬ 
tain  products  (e.g.,  animal  feed) 
cannot  be  corrected  without  their 
physical  return  to  the  manufactiirer, 
product  correction  should  be  deleted 
from  the  definition. 

The  Commissioner  advises  that  the 
term  "recall’  has  been  traditionally 
used  by  PDA  to  cover  all  voluntary  ac¬ 
tions  t^en  by  industry  (in  lieu  of  pos¬ 
sible  FDA-initiated  seizure)  to  pre¬ 
clude  further  distribution  and/or  use 
of  a  product  that  has  been  introduced 
into  commerce  and  subsequently  dis¬ 
covered  to  be  violative.  In  the  past, 
such  industry  action  was  confined  to 
removing  the  violative  product  from 
some  point  in  consumer  or  commercial 
channels  and  returning  the  product  to 
the  control  of  the  responsible  firm  for 
destruction  or  reconditioning.  With 
the  introduction  of  large,  expensive 
and  sometimes  irretrievable  products 
(e.g.,  many  medical  devices),  it  has 
become  more  practical  in  some  in¬ 
stances  for  the  responsible  firm  to 
bring  the  violative  product  into  com¬ 
pliance  by  performing  onsite  correc¬ 
tions  to  remedy  the  violative  condition 
while  the  product  remains  in  the  pos¬ 
session  of  the  consumer  or  user,  retail¬ 
er,  or  distributor.  Moreover,  similar 


product  corrections  can  occur  with 
food,  drugs,  animal  feed,  and  other 
FDA-regulated  products  where,  for  ex¬ 
ample,  a  change  in  the  labeling  of  the 
product,  without  its  physical  removal 
from  commerce,  corrects  the  violative 
condition.  Since  such  corrections  often 
are  in  lieu  of  a  possible  FDA-initiated 
seizure  and  have  the  same  basis  and 
effect  as  a  recall  (i.e.,  preventing 
public  exposure  to  a  violative  condi¬ 
tion  in  a  distributed  product),  these 
voluntary  industry  actions  were  incor¬ 
porated  into  FDA’s  internal  operating 
procediu*es  for  product  recalls;  and  the 
basic  term  "recall”  was  expanded  by 
definition  to  include  field  corrections. 
Accordingly,  this  broader  meaning  of 
"recall”  was  carried  over  to.  these 
guidelines. 

However,  the  Commissioner  recog¬ 
nizes  that  some  members  of  the  gener¬ 
al  public,  as  well  as  the  public  media, 
might  associate  the  word  "recall”  with 
actual  physical  retrieval  (removal, 
return,  or  recovery)  of  defective  con¬ 
sumer  products  by  a  manufacturer, 
and  might  not  recognize  other  indus¬ 
try  actions  such  as  relabeling,  repair, 
or  replacement  of  defective  parts  in 
products  without  their  physical  return 
to  the  manufacturer  as  a  recall.  The 
Commissioner  does  not,  however, 
share  the  opinion  that  the  general 
public  will  be  confused  as  a  result  of 
the  agency’s  expanded  use  of  the  term 
"recall.”  Whenever  the  agency  public¬ 
ly  announces  a  recall,  it  also  states  the 
specific  action  (e.g.,  removal  or  correc¬ 
tion)  the  responsible  firm  is  to  take. 
Moreover,  the  Commissioner  believes 
that  the  public  perceives  a  recall  as  an 
urgent  situation.  This  perception  Is 
proper  and,  indeed.  Is  critical  in  those 
recalls  involving  marketed  products 
that  could  cause  serious  adverse 
health  consequences  or  death.  The  use 
of  less  familar  and  less  urgent  sound¬ 
ing  words,  such  as  "product  corrective 
action,”  in  place  of  "recall”  might  not 
have  the  same  effect  on  the  public’s 
perception  of  the  seriousness  of  the 
situation. 

In  conclusion,  the  Commissioner  rec¬ 
ognizes  that  there  may  be  valid  argu¬ 
ments  for  changing  the  term  "recall,” 
just  as  there  are  justifications  for  re¬ 
taining  FDA’s  current  terminolgy.  He 
further  recognizes  that  probably  no 
single  word  or  phrase  would  be  totally 
satisfactory  in  meeting  the  various 
needs  of  the  public,  the  media,  and  the 
diverse  industries  subject  to  FDA  reg¬ 
ulation.  Also,  any  terminology  change 
would  not  alter  or  affect  in  any  way 
the  basic  purpose  and  overall  scope  of 
the  FDA  policy  and  procedures  and  in¬ 
dustry  guidelines  contained  in  this 
document.  Therefore,  the  Commis¬ 
sioner  has  decided  not  to  accept  the 
suggested  changes,  and  the  term 
"recall”  is  retained  as  the  general  op¬ 
erative  word  thoughout  these  guide¬ 
lines.  However,  the  Commissioner  has 


made  the  following  modifications  in 
wording  sind  format  in  the  FDA  proce¬ 
dures  and  industry  guidelines  in  light 
of  these  comments:  (1)  The  heading  of 
these  guidelines  has  been  amended  to 
read  "Recalls  (Including  Product  Cor¬ 
rections)— Guidelines  on  Policy,  Proce¬ 
dures,  and  Industry  Responsibilities” 
in  order  to  convey  that  the  subject 
matter  of  Subpart  C  covers  more  than 
return  of  products;  (2)  wherever  ap¬ 
propriate,  the  different  types  of  cor¬ 
rective  actions  that  could  be  consid¬ 
ered  and  used  are  more  explicitly  iden¬ 
tified;  and  (3)  FDA  public  statements 
on  recalls  (e.g.,  the  weekly  listing  of 
recalls  that  appear  in  the  "FDA  En¬ 
forcement  Report”)  will  more  clearly 
indicate  the  specific  action  that  is 
being  taken  by  the  responsible  firm. 

23.  Comments  recommended  that 
the  phrase  "in  the  judgment  of  the 
Food  and  Drug  Administration”  be  de¬ 
leted  from  the  proposed  definitions  of 
the  terms  "recall”  (now  §  7.3(g))  and 
"market  withdrawal”  (now  §7.3(j)). 
These  comments  argued  that  this 
phrase  is  indefinite  and  may  lead  to 
ambiguity  because  it  incorrectly  im¬ 
plies  that  FDA  has  some  new,  discre¬ 
tional  authority;  others  stated  that 
these  actions  should  be  based  not  on 
FDA’s  judgment  as  to  whether  a  prod¬ 
uct  is  subject  to  legal  action,  but  upon 
whether  the  product  violates  the  law 
as  determined  by  the  courts. 

The  Commissioner  advises  that  the 
phrase  in  question  was  included  in  the 
proposed  definitions  of  recall  and 
market  withdrawal  for  several  reasons. 
First,  in  deciding  whether  to  request  a 
recall,  FDA  makes  the  same  kind  of 
judgment  it  makes  in  deciding  wheth¬ 
er  to  initiate  a  seizure  action  against  a 
product— the  agency  judges  whether 
its  findings  about  the  condition  of  a 
product  warrant  legal  action  and 
whether  such  action  could  be  sus¬ 
tained  by  the  court.  The  agency  recog¬ 
nizes  that  the  court  makes  the  final 
determination  of  whether  a  product 
violates  the  law.  Second,  the  phrase 
was  intended  to  reflect  FDA’s  discre¬ 
tionary  authority  under  section  306  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  336),  which  permits  the 
agency  not  to  initiate  court  action 
(e.g.,  seizure)  for  minor  violations. 

Because  a  recall  is  an  action  similar 
to  seiziire,  the  Commissioner  believes 
that  exercise  of  agency  judgment  also 
is  involved  in  decisions  involving  re¬ 
calls.  For  example,  in  reviewing  a 
firm’s  product  removal  or  correction 
or  the  need  to  request  a  firm  to  recall, 
the  agency  must  exercise  its  judgment 
as  to  whether  the  evidence  could  sup¬ 
port  a  judicial  determination  that  the 
product  in  question  is  violative.  The 
exercise  of  judgment  can  prevent  re¬ 
movals  and  corrections  of  products  be¬ 
cause  of  minor  violations  or  for  non- 
vlolative  reasons  from  being  classified 
as  recalls.  The  Commissioner  con- 
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eludes,  however,  that  the  phrase  used 
did  not  clearly  convey  this  intended 
purpose.  Accordingly,  the  first  sen¬ 
tence  of  the  definition  in  §  7.3(g)  has 
been  revised  to  read:  "  ‘Recall’  means  a 
firm’s  removal  or  correction  of  a  mar¬ 
keted  product  that  the  Food  and  Drug 
Administration  considers  to  be  in  vio¬ 
lation  of  the  laws  it  administers  and 
against  which  the  agency  woiild  initi¬ 
ate  legal  action,  e.g.,  seizure.”  A  simi¬ 
lar  change  has  been  made  in  the  defi¬ 
nition  of  market  withdrawal. 

24.  One  comment  noted  that  virtual¬ 
ly  all  recall  decisions  will  be  made 
before  FDA  becomes  involved  and, 
thus,  it  is  inevitable  that  others,  i.e., 
the  responsible  firm,  will  make  the  dis¬ 
tinction  whether  a  removal  or  correc¬ 
tion  constitutes  a  recall.  Therefore, 
the  comment  stated  that  the  defini¬ 
tion  of  a  recall  should  not  indicate 
that  FDA  has  the  responsibility  for 
that  decision. 

The  Commissioner  recognizes  that  a 
firm  may  remove  or  correct  its  product 
without  FDA’s  knowledge  or  interven¬ 
tion.  but  the  important  issue  in  the 
definition  of  the  term  “recall”  for  pur¬ 
poses  of  these  guidelines  is  whether 
FDA  determines  the  firm’s  action  to 
be  a  recall.  That  conclusion  deter¬ 
mines  whether  the  recall  procedures 
in  these  gviidelines  apply  to  the  firm’s 
action.  Obviously,  a  firm  can  first 
make  an  initial  decision  whether  an 
action  is  a  recall;  however,  the  Com¬ 
missioner  believes  that  FDA  must 
make  the  final  decision  as  to  whether 
the  firm’s  removal  or  correction  con¬ 
stitutes  an  FDA  recall. 

There  have  been  situations  where 
firms  believed  that  their  product  re¬ 
movals  or  corrections  constituted  re¬ 
calls.  but  the  agency  concluded  that  it 
would  not  initiate  legal  action  (e.g., 
seizure)  against  the  products;  the 
firms’  actions  were  classified  as 
market  withdrawals.  The  agency’s  de¬ 
cisions  in  these  cases  did  not  necessar¬ 
ily  affect  the  actions  initiated  by  these 
firms,  but  did  serve  to  avoid  expendi¬ 
ture  of  agency  resources  because  FDA 
found  it  unnecessary  to  monitor  the 
removals  or  corrections.  Further,  the- 
agency’s  conclusion  precluded  the  ac¬ 
tions  from  being  incorrectly  placed  on 
the  FDA  public  listing  of  recalls. 

The  Commissioner  also  advises  that 
not  all  recall  decisions  are  made  by  a 
firm  before  FDA  involvement.  Some¬ 
times  FDA  requests  a  firm  to  recall  a 
product  before  that  firm  has  learned 
on  its  own  that  its  product  is  violative 
and  should  be  recalled. 

In  sum,  the  Commissioner  concludes 
that  FDA  has  responsibility  for  decid¬ 
ing  when  a  firm’s  action  is  or  is  not  a 
recall  and  that  this  agency  responsibil¬ 
ity  should  be  reflected  in  the  defini¬ 
tion. 

25.  One  comment  asserted  that  the 
relationship  of  a  recall  to  hazards  or 
potential  hazards  to  the  public  health 


and  welfare  should  be  included  in  the 
definition  of  the  term  “recall.” 

Although  the  degree  of  hazard  asso¬ 
ciated  with  a  product  subject  to  recall 
is  important  in  determining  how  the 
recall  should  be  conducted,  the  Com¬ 
missioner  believes  that  it  Is  not  neces¬ 
sary  to  describe  this  relationship  in 
the  definition  of  the  term  “recall.” 
The  definition  is  intended  to  provide 
only  the  basic  prerequisites  for  a 
firm’s  product  removal  or  correction 
to  be  considered  a  recall.  In  this  re¬ 
spect,  the  degree  of  hazard  is  not 
really  relevant  to  the  definition  of  the 
term  “recall”  because  a  firm’s  product 
removal  or  correction  would  be  consid¬ 
ered  a  recall  even  though  the  violative 
condition  of  that  product  may  pose  no 
hazard  to  health,  e.g.,  adulteration  be¬ 
cause  of  insanitation  or  misbranding 
because  of  certain  false  or  misleading 
labeling. 

26.  Several  comments  recommended 
that  the  definition  of  the  term 
“recall”  be  modified  to  apply  only  to 
product  removals  or  corrections  that 
present  a  hazard  or  unreasonable  risk 
to  the  public  health  or  welfare. 

The  Commissioner  rejects  this  com¬ 
ment.  The  agency  has  regulatory  au¬ 
thority  over  adulterated  or  misbrand¬ 
ed  articles  even  if  they  do  not  pose  a 
hazard  or  unreasonable  risk  to  health. 
Thus,  FDA  has  a  responsibility  to 
monitor  firms’  removals  or  corrections 
of  violative,  but  nonhazardous,  prod¬ 
ucts. 

Furthermore,  imder  these  guide¬ 
lines,  recall  is  an  alternative  to  seizure 
or  other  FDA  legal  action.  According¬ 
ly,  recall  should  be  defined  to  include 
any  product  removal  or  correction 
that  coiild  warrant  FDA  legal  action. 

However,  in  accordance  with  the 
policy  of  FDA  (as  stated  in  §  7.4(Kb)),  a 
request  by  FDA  that  a  firm  recall  a 
product  is  reserved  for  urgent  situa¬ 
tions,  i.e..  those  violative  distributed 
products  that  pose  a  hazard  or  signifi¬ 
cant  deception  to  the  consumer.  This 
aspect  of  FDA’s  recall  policy  is  dis¬ 
cussed  in  more  detail  in  paragraph  48 
below  in  this  preamble. 

27.  One  comment  recommended  that 
the  definition  of  the  term  “recall”  be 
reworded  to  distinguish  between  the 
firm  which  makes  a  volimtary  recall 
and  the  firm  which  is  forced  to  make  a 
recall  by  FDA  legal  action. 

The  Commissioner  believes  that  the 
definition  of  the  term  “recall”  should 
contain  only  the  conditions  necessary 
for  a  firm’s  removal  or  correction  of  a 
marketed  product  to  be  considered  a 
recall.  The  Commissioner  further  ad¬ 
vises  that  all  recalls  under  the  guide¬ 
lines  are  volimtary. 

28.  A  comment  recommended  that 
the  definition  of  the  term  “recall”  rec¬ 
ognize  the  fact  that  a  product  may  not 
be  in  violation  of  the  law,  but  still 
present  a  hazard  that  Justifies  the 
need  for  corrective  action  by  the  man¬ 
ufacturer  or  distributor. 


The  Commissioner  believes  it  very 
unlikely  that  a  product  could  comply 
with  the  law  and  yet  present  an  unrea¬ 
sonable  hazard  to  health— assuming 
that  the  product  is  being  used  in  ac¬ 
cordance  with  its  intended  purpose 
and  taking  into  account  the  benefit- 
risk  considerations  associated  with  cer¬ 
tain  FDA-regulated  products  such  as 
drugs.  However,  if  this  situation  arises, 
these  regulations  would  not  in  any 
way  prevent  a  firm  from  initiating 
steps  to  remedy  the  hazard.  Further¬ 
more,  removal  or  correction  of  a  non- 
vriolative  hazardous  product  by  a  firm 
would  probably  considered  a 

market  withdrawal.  In  any  case,  the 
Commissioner  believes  that  these  reg¬ 
ulations  provide  FDA  and  industry 
sufficient  flexibility  to  cope  with  un¬ 
usual  situations  when  they  arise  with¬ 
out  trying  to  address  in  advance  every 
conceivable  or  hypothetical  case  that 
may  occur. 

29.  A  comment  suggested  that  the 
terms  “market  withdrawal”  and  “stock 
recovery”  be  deleted  from  the  defini¬ 
tion  of  the  term  “recall’*  because  such 
actions  by  a  firm  are  not  properly 
within  the  scope  of  these  regulations. 

While  the  Commissioner  agrees  that 
neither  a  market  Withdrawal  nor  stock 
recovery  is  considered  a  recall,  he  does 
not  agree  with  the  suggested  deletion. 
Since  a  firm  might  incorrectly  view  a 
market  withdrawal  or  stock  recovery 
as  a  recall  that  is  subject  to  these 
guidelines,  the  Commissioner  main¬ 
tains  that  for  clarity  the  recall  defini¬ 
tion  must  include  a  statement  that  for 
purposes  of  this  subpart  the  term 
“recall”  does  not  include  a  product  re¬ 
moval  or  correction  that  constitutes  a 
market  withdrawal  or  stock  recovery. 

30.  Several  comments  objected  to  in¬ 
cluding  inspection  as  one  of  the  ways 
in  which  a  firm  caq  correct  its  prod¬ 
uct.  Other  comments  asserted  that  use 
of  inspection  as  a  form  of  product  cor¬ 
rection  would  discourage  a  firm  from 
routinely  checking  on  the  perform¬ 
ance,  quality,  and  integrity  of  its  mar¬ 
keted  products. 

The  Commissioner  notes  that  the 
term  “inspection”  appears  in  the  defi¬ 
nition  of  “correction”  along  with  the 
parenthetical  statement  “including  pa¬ 
tient  monitoring”  to  cover  those  situa¬ 
tions  where  a  product  may  still  be 
used  because  circumstances  would  pre¬ 
vent  repair  or  removal  of  the  product 
(e.g.,  an  implanted  device)  but  would 
still  necessitate  positive  action  to 
assure  that  the  product  in  use  is  being 
properly  monitored  by  a  responsible 
person  (e.g.,  a  physician).  In  that 
sense,  such  an  inspection  would  be 
considered  a  correction  for  purposes  of 
these  guidelines.  However,  not  all  in¬ 
spections,  by  a  firm  are  considered  re¬ 
calls,  Just  as  some  product  corrections 
and  removals  by  a  firm  are  not  consid¬ 
ered  recalls,  but  are  market  withdraw¬ 
als  or  stock  recoveries.  Therefore,  the 
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routine  checking  of  products  (i.e.,  in¬ 
spection)  by  a  responsible  firm  is  not  a 
recall,  unless  the  conditions  leading  to 
the  inspection  meet  the  definition  of 
the  term  "recall.” 

31.  A  comment  stated  that  the  ex¬ 
pression  “patient  monitoring”  should 
be  deleted  from  the  definition  of  the 
term  “correction”  because  it  suggests 
adverse  reaction  surveillance  and.  as 
such,  does  not  appear  to  be  a  form  of 
product  correction. 

The  Commissioner  acknowledges 
that  the  expression  “patient  monitor¬ 
ing”  may  have  several  meanings.  How¬ 
ever.  in  the  context  of  the  definition 
of  the  term  “correction”  and  when 
used  in  conjunction  with  the  term  “in¬ 
spection.”  he  believes  that  patient 
monitoring  is  properly  considered  a 
form  of  corrective  action  after  a  prob¬ 
lem  has  been  determined  to  exist,  e.g.. 
monitoring  a  patient  with  an  implant¬ 
ed.  defective  device.  Also,  in  practice, 
the  meaning  of  “patient  monitoring” 
will  be  obvious  when  involved  in  a  spe¬ 
cific  recall  case  so  that  there  should  be 
no  misunderstanding. 

32.  A  comment  suggested  that  the 
regulations  provide  an  alternative 
means  of  removing  products  from  the 
marketplace  when  such  products  con¬ 
stitute  a  hazard  to  health.  The  alter¬ 
native  recommended  by  the  comment 
is  to  destroy  products  at  their  location 
in  lieu  of  their  return  to  the  manufac¬ 
turer  for  destruction. 

The  Commissioner  advises  that  the 
proposal  provided  for  the  destruction 
of  products  at  their  actual  location  in 
the  marketplace  as  an  acceptable  al¬ 
ternative  to  the  reti^  of  the  product 
to  the  responsible  firm.  This  provision 
has  been  retained  in  the  definition  of 
the  term  “correction.” 

33.  Several  comments  recommended 
that  the  term  “relabeling.”  which  ap¬ 
pears  in  the  definition  of  the  term 
“correction.”  be  changed  to  “correc¬ 
tion  of  labeling”  or  qualified  by  adding 
the  word  “significant”  in  front  of  “re¬ 
labeling”  to  preclude  a  firm’s  routine 
updating  of  nonviolative  labeling  from 
being  classified  as  a  recall  and.  thus, 
subject  to  these  regulations. 

The  Commissioner  advises  that  a 
firm’s  action  to  relabel  a  product  in 
the  marketplace  would  be  a  correction 
but  would  not  be  a  recaU  under  these 
guidelines  unless  all  the  prerequisites 
of  a  recall,  as  set  forth  in  $  7.3(g).  are 
met. 

34.  One  comment  requested  that  the 
expression  “the  recalling  firm’s  con¬ 
trol”  in  the  definition  of  the  term 
“correction”  be  clarified. 

’The  Commissioner  advises  that  this 
part  of  the  definition  was  intended  to 
cover  the  situation  where  a  product 
has  been  or  is  being  corrected  at  the 
site  where  the  product  is  actually  lo¬ 
cated  at  the  time  of  the  recall,  and  not 
at  a  different  site  after  it  has  been  re¬ 
moved  and  returned  to  the  firm’s  con¬ 


trol,  e.g.,  a  firm’s  manufacurting  or 
servicing  premises,  or  warehouses.  The 
Commissioner  agrees,  however,  that 
this  definition  needs  clarification. 
Moreover,  reference  to  the  firm  as  the 
recalling  firm  is  inappropriate  since 
the  term  “correction”  applies  not  only 
to  recalls,  but  to  market  withdrawals 
and  stock  recoveries  as  well.  There¬ 
fore,  the  definition  of  the  term  “cor¬ 
rection”  has  been  amended  to  read  as 
follows;  “  ‘Correction’  means  repair, 
modification,  adjustment,  relabeling, 
destruction,  or  inspection  (including 
patient  monitoring)  of  a  product  with¬ 
out  its  physical  removal  to  some  other 
location.” 

35.  Several  comments  requested  that 
the  definition  of  the  term  “recalling 
firm”  be  clarified  by  providing  the  cri¬ 
terion  FDA  uses  in  designating  a  firm 
as  the  recalling  firm. 

The  Commissioner  agrees  that  the 
criterion  used  by  FDA  in  determining 
which  firm  should  be  designated  as 
the  recalling  firm  needs  clarification. 
Accordingly,  the  definition  of  the  term 
“recalling  firm”  imder  $  7.3(i)  has  been 
amended  in  part  to  indicate  that  the 
recalling  firm  is  the  firm  that  has  pri¬ 
mary  responsibility  for  the  manufac¬ 
ture  and  marketing  of  the  product 
that  is  to  be  recalled. 

36.  A  comment  suggested  that  the 
definitions  of  “market  withdrawal” 
and  “stock  recovery”  be  deleted  since 
a  firm  might  remove  or  correct  a  prod¬ 
uct  for  reasons  that  are  not  related  to 
consumer  protection. 

The  Commissioner  believes  that  the 
definitions  of  these  terms  contribute 
to  an  understanding  of  the  precise 
scope  and  applicability  of  these  guide¬ 
lines.  As  this  comment  recognizes,  a 
firm  may  routinely  remove  or  correct 
its  products  in  the  marketplace  or 
under  its  control  for  various  reasons, 
none  of  which  necessarily  causes  that 
removal  or  correction  to  be  considered 
a  recall.  Therefore,  the  Commissioner 
considers  it  important  to  also  recog¬ 
nize  this  fact  in  these  guidelines,  while 
further  indicating  to  the  public  that  a 
market  withdrawal  or  stock  recovery  is 
not  viewed  by  FDA  as  a  recall. 

37.  Several  comments  stated  that  a 
firm  may  routinely  remove  products 
from  the  marketplace  because  of 
normal  stock  rotation  practices.  As  an 
example,  they  cited  the  replacing  of 
stale  or  outdated  stock  with  fresh 
products  as  in  the  case  of  perishable 
food  items,  short-lived  radio  pharma¬ 
ceuticals,  and  other  products  that 
have  limited  shelf  life  expectacy.  It 
was  also  stated  that  a  firm  may  per¬ 
form  routine  adjustments,  repairs,  and 
replacement  of  parts  on  a  medical 
device  while  It  remains  in  use.  These 
comments  recommended  that  these 
routine  industry  practices  not  be  con¬ 
sidered  a  recall.  Some  of  the  com¬ 
ments  further  recommended  that  a 
new  definition  using  the  term 


“return”  be  added  to  the  regulations 
to  cover  these  kinds  of  product  remov¬ 
als  or  corrections  and  that  the  defini¬ 
tion  indicate  that  returns  are  not  to  be 
subject  to  the  regulations. 

’The  Commissioner  agrees  that  under 
the  circumstances  described  by  these 
comments,  a  firm’s  product  removal 
for  normal  stock  rotation  purposes  or 
correction  for  normal  adjustments  or 
maintenance  purposes  is  not  a  recall. 
Instead,  such  routine  and  anticipated 
actions  are  market  withdrawals  as  de¬ 
fined  in  §  7.3(j)  of  the  guidelines.  The 
Commissioner  further  advises  that 
there  is  no  longer  a  reason  to  intro¬ 
duce  a  new  term  (i.e.,  “retvmis”)  to 
cover  these  kinds  of  product  removals 
or  corrections  because  these  guidelines 
do  not  provide  for  agency  notification 
of  such  market  withdrawals  (see  para¬ 
graph  61  below  in  this  preamble), 
which  was  the  reason  the  new  term 
was  sought  by  these  comments.  More¬ 
over,  to  make  certain  that  there  is  no 
misunderstanding  that  these  kinds  of 
routine  and  anticipated  removals  or 
corrections  are  not  to  be  considered  re¬ 
calls.  the  definition  of  the  term 
“market  withdrawal”  has  been  amend¬ 
ed  to  include  several  examples. 

38.  Several  comments  suggested  that 
the  word  “correction”  not  be  included 
in  the  definitions  of  the  terms 
“market  withdrawal”  and  “stock  re¬ 
covery”  because  these  terms  mean  re¬ 
moving  something,  which  is  quite  dif¬ 
ferent  from  correcting  something. 

While  the  Commissioner  appreciates 
the  differences  in  the  literal  meanings 
of  the  two  words,  he  does  not  agree 
with  the  suggested  deletions. 

Paragraph  22  above  explains  why 
correction  of  violative  products  falls 
within  the  meaning  of  “recall.”  For 
these  same  reasons,  the  Commissioner 
believes  that  inclusion  of  the  word 
“correction”  in  these  definitions  is  ap¬ 
propriate  because  these  definitions 
provide  guidance  as  to  when  a  firm’s 
removal  or  correction  in  not  consid¬ 
ered  a  recall.  In  that  sense,  it  is  impor¬ 
tant  for  the  sake  of  clarity  that  these 
definitions  be  consistent  with  the  defi¬ 
nition  of  a  recall. 

39.  Some  comments  requested  clari¬ 
fication  of  the  expression  “minor  vio¬ 
lation.”  which  appears  in  the  defini¬ 
tion  of  the  term  “market  withdrawal.” 
Other  comments  suggested  that  the 
expression  be  deleted  because,  it  im¬ 
plies  that  a  subjective  judgment  is  re¬ 
quired  to  make  this  determination, 
which  industry  is  not  in  a  position  to 
make,  or,  as  an  alternative,  that  more 
detail  be  provided  to  indicate  what 
constitutes  a  “minor  violation.” 

The  Commissioner  advises  that  this 
expression  serves  a  vital  purpose  in 
the  definition.  The  agency  has  long 
recognized  that  minor  or  so-called  tec- 
nlcal  violations  occur.  In  accordance 
with  its  discretionary  authority  imder 
section  306  of  the  Federal  Food.  Drug, 
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and  Cosmetic  Act,  FDA  may  forego 
legal  action  in  such  cases.  This  exer¬ 
cise  of  enforcement  discretion  also  has 
long  been  part  of  the  agency’s  policy 
on  recalls.  In  short,  although  a  prod¬ 
uct  being  removed  or  corrected  by  a 
firm  may  be  violative,  the  action  is  not 
considered  by  FDA  to  be  a  recall 
imless  the  agency  would  be  prepared 
to  initiate  court  action.  The  Commis¬ 
sioner  believes  that  this  fact  should  be 
reflected  in  the  definition  of  “market 
withdrawal,"  which  recognizes  that  a 
minor  violation  that  would  not  be  sub¬ 
ject  to  a  seizure  action  also  would  not 
be  subject  to  these  guidelines.  In 
making  this  determination  with  re¬ 
spect  to  recalls,  the. Commissioner  ad¬ 
vises  that  the  agency  will  be  guided  by 
the  same  considerations  and  principles 
of  reasonableness  that  are  used  in  de¬ 
ciding  whether  to  initiate  a  coiut 
action;  however,  it  is  not  practical  to 
specify  in  these  regulations  in  a  quan¬ 
tifiable  sense  when  a  violation  may  be 
minor. 

40.  Comments  objected  to  the  defini¬ 
tion  of  the  term  “stock  recovery”  by 
contending  that  the  type  of  control 
contemplated  by  the  definition  does 
not  depend  on  physical  location  of  a 
product  on  premises  owned  by  or 
under  control  of  a  firm.  The  com¬ 
ments  argue  that  a  firm  can  and  often 
does  have  control  over  its  products 
that  are  beyond  its  physical  control. 

The  Commissioner  advises  that  the 
purpose  of  this  definition  is  to  recog¬ 
nize  that  there  are  situations  where  a 
firm  takes  action  before  its  product  is 
actually  introduced  into  channels  of 
trade,  so  that  consumers  or  users 
would  not  have  had  access  to  the  prod¬ 
uct.  The  issue  is  not  whether  a  firm 
has  control  after  a  product  leaves  the 
firm’s  premises,  but  whether  the  prod¬ 
uct  is  available  to  the  public  and  harm 
or  deception  could  result.  Because 
products  are  more  likely  to  be  availa¬ 
ble  to  the  public  after  they  have  left 
premises  owned  by  or  imder  control  of 
a  firm,  the  Commissioner  believes  it 
appropriate  for  the  physical  location 
of  the  prouct  to  determine  whether  re¬ 
moval  or  correction  of  a  violative  prod¬ 
uct  is  a  recall  or  stock  recovery.  The 
Commissioner  further  advises  that  the 
determination  of  whether  a  removal 
or  correction  is  a  recall  or  a  stock  re¬ 
covery  also  depends  on  whether  the 
firm  has  indicated  that  the  product  is 
releasable  for  sale  and  iise  and  wheth¬ 
er  any  of  the  product  has  already  been 
released  for  sale  and  use.  For  example, 
if  a  firm  releases  a  portion  of  a  lot  of 
drugs  into  consumer  channels,  but  re¬ 
tains  a  batch  of  the  same  lot  in  a  ware¬ 
house  it  own  or  controls,  with  the  pro¬ 
vision  that  none  of  the  batch  in  the 
warehouse  be  distributed  imtil  the 
firm’s  quality  control  testing  of  the 
drug  is  completed,  any  subsequent  re¬ 
moval  of  the  drug  due  to  a  finding 
that  the  drug  is  violaUve  would  be  a 
recall. 


41.  A  comment  recommended  that 
the  definitions  for  each  of  the  three 
numerical  classifications  of  recall  in 
§7.3(m)  (1),  (2),  and  (3)  be  expressed 
entirely  in  terms  of  health  conse¬ 
quences. 

’The  Commissioner  notes  that  the 
definitions  under  the  term  “recall  clas¬ 
sification”  in  both  the  proposed  and 
final  regulations  indicate  thd  degree  of 
hazard  that  is  necessary  before  a  prod¬ 
uct  recall  is  to  be  classified  as  either 
Class,  I,  II,  or  III. 

42.  A  conunent  noted  that  the  recall 
classification  niimberlng  system  used 
in  these  regulations  designates  the 
most  hazardous  situation  as  Class  I, 
while  the  Medical  Device  Amendments 
of  1976  provide  for  a  similar  medical 
device  classification  scheme  but  place 
the  least  hazardous  devices  in  Class  I. 
The  comment  contended  that  such 
diametrically  opposed  numbering  sys¬ 
tems  will  be  confusing  for  device  man¬ 
ufacturers. 

The  Commissioner  points  out  that 
the  classification  scheme  provided  by 
the  recall  guidelines  is  used  for  an  en¬ 
tirely  different  purpose  than  the 
device  classification  scheme  of  section 
513  (21  U.S.C.  360c)  of  the  act,  as 
amended  by  the  Medical  Device 
Amendments  of  1976.  Although  the 
device  classification  system  in  section 
513  is  based,  in  part,  on  the  degree  of 
hazard  associated  with  particular  de¬ 
vices,  it  is  intended  to  impose  the 
extent  of  control  needed  to  assure  the 
safety  and  effectiveness  of  any  device 
when  it  is  used  for  its  intended  pur¬ 
pose  and  is  otherwise  in  compliance 
with  the  law.  The  three  classes  of  re¬ 
calls  in  §  7.3(m)  describe  the  degree  of 
hazard  presented  by  the  use  of  or  ex¬ 
posure  to  a  violative  product  that  is 
being  recalled. 

43.  Comments  recommended  that 
the  word  “violative”  be  deleted  from 
the  definition  of  the  different  recall 
classifications.  Some  comments  argued 
that  a  recall  my  occiu*  although  the 
product  is  not  violative,  while  others 
stated  that  the  use  of  the  word  here  is 
redundant  because  by  definition  the 
product  subject  to  a  recall  is  violative. 

The  Commissioner  notes  that  for 
purposes  of  these  guidelines,  removal 
or  correction  of  a  marketed  product  is 
not  considered  a  recall  imless  that 
product  is  violative.  The  Conunissioner 
appreciates  that  use  of  the  word  “vio¬ 
lative”  in  defining  each  recall  class 
may  be  redundant.  However,  he  be¬ 
lieves  that,  for  clarity,  it  is  worth  re¬ 
peating. 

44.  A  comment  reconunended  that 
the  word  “probability,”  which  appears 
in  the  definitions  of  Class  I  and  II  re¬ 
calls,  be  changed  to  “potential”  be¬ 
cause  “probability”  suggests  a  fore¬ 
gone  conclusion  of  adverse  health  con¬ 
sequences  and  this  does  not  express 
the  true  purpose  of  the  recall  classes. 

The  Commissioner  advises  that  the 
purpose  of  recall  clarification  is  to  in¬ 


dicate  the  relative  degree  of  health 
hazard  presented  by  the  product  being 
recalled.  ’Therefore,  a  conclusion  has 
been  drawn  regarding  the  health  con¬ 
sequences  associated  with  use  of  that 
product.  Moreover,  the  main  concern 
here  is  not  solely  whether  a  hazard  or 
potential  hazard  exists,  but  the  likeli¬ 
hood  that  harm  will  result  from  the 
product  relative  to  the  specific  circum¬ 
stances  surroimding  that  product.  For 
this  reason  the  use  of  the  word  “prob¬ 
ability”  in  the  definition  of  a  Class  I 
or  II  recall  situation  is  more  appropri¬ 
ate  than  “potential.” 

45.  Conunents  asserted  that  there  is 
no  reason  to  have  a  CHass  III  recall 
classification;  one  comment  stated 
that  a  product  that  meets  a  Class  III 
situation  is  equivalent  to  a  market 
withdrawal  because  of  the  absence  of 
any  hazard. 

The  Conunissioner  advises  that  a 
Class  III  recall  classification  is  used 
for  those  product  recall  situations 
where  use  of  the  product  would  result 
in  no  or  little  likelihood  of  harm. 
’Therefore,  this  classification  is  needed 
to  cover  the  recall  of  all  products  not 
otherwise  associated  with  the  degrees 
of  hazard  contemplated  by  Class  I  or 
II.  The  Commissioner  further  advises 
that  because  a  product  removal  or  cor¬ 
rection  meeting  the  criteria  of  a  Class 
III  designation  deals  with  a  product 
that  is  violative,  it  would  not,  for  pur¬ 
poses  of  these  guidelines,  be  viewed  as 
a  market  withdrawal  although  the  vio¬ 
lation  may  pose  little  or  no  hazard. 

46.  Comments  reconunended  either 
deletion  or  qualification  of  the  word 
“subaccounts,”  which  appears  in  the 
definition  of  the  term  “consignee” 
under  §7.3(n).  These  conunents  indi¬ 
cated  that  it  is  not  always  possible  for 
a  manufacturer  to  know  to  whom  it 
customers  (direct  accounts)  In  tirni 
sell  the  products  (subaccounts)  and,  as 
such,  it  appears  that  the  definition 
places  a  new  mandatory  requirement 
on  manufacturers  to  obtain  and  main¬ 
tain  additional  distribution  records  for 
subaccounts. 

The  Conunissioner  advises  that  the 
intent  of  the  proposed  definition  of 
the  term  “consignee”  was  to  indicate 
that  a  firm’s  recall  may  extend  not 
only  to  customers  to  whom  the  firm 
directly  shipped  the  product  (i.e., 
direct  accounts)  but  also  to  those  com¬ 
mercial  establishments  (i.e.,  subac¬ 
counts)  that  in  turn  received  ship¬ 
ments  of  the  product  from  the  first 
customer.  The  agency  did  not  intend 
to  imply  that  this  meant  a  recalling 
firm  is  expected  or  required  to  know  in 
advance  to  whom  its  products  are  sold. 
However,  the  Commissioner  recognizes 
the  misunderstanding  caused  by  the 
proposed  definition  and  has  revised  it 
to  indicate  that  a  consignee  is  anyone 
that  received,  purchased,  or  used  a 
product  being  recalled.  Additionally, 
the  procedural  provisions  of  these 


FfDERAL  REGISTER,  VOL  43,  NO.  117->ntlDAY,  JUNE  16,  1978 


RULES  AND  REGULATIONS 


26211 


guidelines  under  §7.44(bKl)  delineate 
the  extent  to  which  these  different 
levels  of  consignees  (e.g.,  direct  ac¬ 
counts.  subaccounts,  consumers,  and 
users)  are  to  be  contacted  and  by 
whom. 

47.  A  comment  recommended  that 
the  section  on  recall  polfcy  be  deleted 
because  it  is  used  solely  to  Justify 
FDA’s  issuance  of  the  recall  regula¬ 
tions. 

The  Commissioner  agrees  that  this 
section  does,  among  other  things, 
serve  to  justify  issuance  of  these 
guidelines.  But  without  this  explana¬ 
tory  introduction,  it  would  be  difficult 
for  readers  to  understand  the  purpose 
and  scope  of  these  guidelines. 

48.  Comments  recommended  that 
the  section  on  recall  policy  be  amend¬ 
ed  to  reflect  the  voluntary  nature  of  a 
firm’s  product  recall. 

As  noted  in  paragraph  8  above  in 
this  preamble,  the  Commissioner  has 
amended  the  provisions  in  this  rule, 
including  §7.40  Recall  policy,  to  re¬ 
flect  the  volimtary  nature  of  recalls 
and  to  indicate  that  these  regulations 
provide  guidelines  for  firms  to  follow 
concerning  their  product  recalls. 

49.  Comments'  suggested  that  the 
word  “generally”  be  deleted  from  pro¬ 
posed  §  2.715(a)  (now  §  7.40(a))  because 
it  is  ambiguous  when  indicating  the 
circumstances  in  which  FDA  will  re¬ 
quest  a  firm  to  recall  its  product. 

The  Commissioner  notes  that  the 
suggested  deletion  has  been  made. 

50.  Comments  noted  that  since  all 
recalls  are  actually  initiated  by  a  firm, 
the  proposed  heading  §  7.45  Food  and 
Drug  Administration— initiated  recall 
is  misleading  and  incorrect. 

Based  on  the  comment,  the  Commis¬ 
sioner  is  changing  the  heading  of  this 
section;  because  it  deals  with  recalls 
initiated  by  a  firm  as  a  result  of  a  spe¬ 
cific  request  from  the  agency,  the 
heading  of  §  7.45  has  been  changed  to 
"Food  ' and  Drug  Administration— re¬ 
quested  recall " 

51.  A  comment  indicated  that  the 
proposal  placed  unwarranted  emphasis 
on  distinguishing  who  initiates  a 
recall,  i.e.,  whether  it  is  FDA  or  the  re¬ 
sponsible  firm.  Instead,  the  comment 
argued  that  the  operative  factor 
should  be  whether  the  product  is  vio¬ 
lative  and  whether  FDA  would  insti¬ 
tute  legal  action  to  remove  the  prod¬ 
uct.  Another  comment  recommended 
that  the  section  on  FDA-requested 
recall  be  combined  with  the  section  on 
firm-initiated  recalls  because  in  prac¬ 
tice  there  is  really  no  difference  be¬ 
tween  the  two  sections. 

’The  Commissioner  advised  that 
§  7.45  describes  the  circiunstances 
under  which  the  agency  will  request  a 
firm  to  initiate  a  recall  and  the  proce¬ 
dures  it  will  follow  in  making  such  a 
request.  Obviously,  one  of  the  circum¬ 
stances.  or  operative  factors,  is  that 
FDA  considers  the  product  in  question 


to  be  violative  and  that  the  agency 
would  initiate  legal  action  against  the 
product  if  the  firm  decides  not  to 
honor  FDA’s  recall  request.  Moreover, 
since  this  section  contains  the  sub¬ 
stance  of  FDA’s  policy  and  procedures 
for  choosing  whether  to  pursue  recall 
or  legal  action,  it  can  hardly  be  viewed 
as  over-emphasizing  who  it  is  that  ini¬ 
tiates  a  recall.  Additionally,  the  Com¬ 
missioner  advises  that  since  §§  7.45  and 
7.46  are  sufficiently  different  in  scope 
and  purpose,  combining  them  would 
not  provide  the  distinction  needed  to 
describe  the  different  circumstances 
siuTOunding  a  recall  initiated  by 
FDA’s  intervention  versus  a  recall  ini¬ 
tiated  without  FDA’s  intervention. 

52.  A  comment  stated  that  the  crite¬ 
ria  used  by  FDA  for  requesting  a  recall 
are  not  specific  enough  and  recom¬ 
mended  that  the  judgmental  factors 
used  by  FDA  in  determining  whether 
a  recall  is  warranted  be  listed  in  the 
regulations. 

’The  Commissioner  notes  that 
§  7.45(a)  lists  the  criteria  that  must  be 
met'  before  the  agency  may  request  a 
firm  to  recall  its  product;  §  7.40  Recall 
policy  also  contains  the  basic  criterion 
(i.e.,  urgent  situation).  The  Commis¬ 
sioner  recognizes  that  these  criteria 
are  expressed  in  general  terms  and 
their  application  to  a  given  situation 
necessitates  that  judgment  be  exer¬ 
cised  by  the  agency.  However,  the  cri¬ 
teria  are  not  so  nonspecific  that  a  rea¬ 
sonable  person  would  not  be  able  to 
understand  or  recognize  the  circum¬ 
stances  that  would  result  in  the  deter¬ 
mination  that  a  product  should  be  re¬ 
called.  Moreover,  the  criteria  are  suffi¬ 
ciently  specific  to  preclude  deviations 
by  the  agency  in  making  such  a  deter¬ 
mination  and  will  assure  consistency 
and  centralized  decisionmaking. 

53.  Comments  recommended  that 
the  regulations  include  a  provision 
that  a  firm  receiving  an  FDA  request 
to  recall  its  product  first  have  an  op¬ 
portunity  to  provide  information  rele¬ 
vant  to,  as  well  as  to  contest  or  appeal, 
the  agency’s  determination  regarding 
the  legal  status  of  the  product  in  ques¬ 
tion.  its  hazard  classification,  and  pro¬ 
posed  strategy  for  conducting  the 
recall  of  that  product.  Some  comments 
also  stated  that  this  section  is  defi¬ 
cient  because,  imlike  FDA-initiated 
seizure,  it  fails  to  provide  "due  proc¬ 
ess”  safeguards  to  protect  a  firm’s 
rights  if  disagreement  exists  between 
the  firm  and  FDA. 

The  Commissioner  notes  that  FDA’s 
written  notification  requesting  a  firm 
to  initiate  a  recall  will  request  the  firm 
to  provide  FDA  relevant  information 
not  previously  available  to  the  agency 
at  the  time  its  determination  was 
made  that  the  product  should  be  re¬ 
called.  The  agency’s  notification  to  the 
firm  does  not  commence  a  recall  until 
the  firm  agrees  to  carry  out  the  re¬ 
quest  contained  in  the  notification. 


’Therefore,  the  receipient  of  an  FDA 
recall  request  has  an  opportunity  to 
present  relevant  information  regard¬ 
ing  the  agency’s  initial  determination. 
If  warranted,  based  on  this  informa¬ 
tion  from  the  firm,  the  agency  will 
modify  its  request.  'The  Commissioner 
emphasizes  that  the  urgency  of  the 
situation  which  precipitates  a  recall 
request  will  not  allow  the  agency  to 
engage  in  a  protracted  proceeding. 
’Therefore,  a  firm’s  use  of  this  oppor¬ 
tunity  to  submit  information  either  on 
minor  points  of  disagreement,  or  for 
frivolous  reasons,  or  to  delay  the 
action  will  not  be  tolerated,  and  the 
agency  will  if  necessary  initiate  legal 
action.  Additionally,  a  firm  that 
wishes  to  contest  FDA’s  determination 
can  refuse  to  recall  and  allow  PlDA’s 
legal  action  against  the  product  to 
proceed.  ’The  agency’s  determination 
can  then  be  challenged  in  the  legal 
proceeding. 

54.  Comments  stated  that  proposed 
§  2.716(c)  concerning  FDA-initiated  re¬ 
calls  is  too  broad  and  is  totally  incon¬ 
sistent  with  the  other  provisions  of 
this  section  and  should  be  deleted. 
Some  comments  stated  that  this  para¬ 
graph  indicates  that  FDA  seems  more 
concerned  about  assigning  credit  to 
the  initiator  of  a  recall  than  about 
making  sure  that  a  recall  is  initiated 
when  it  is  necessary.  These  comments 
also  questioned  the  propriety  of  any 
FDA  employee  (other  than  the  Com¬ 
missioner  or  his  designee)  being  direct¬ 
ly  and  solely  responsible  for  an  FDA- 
initiated  recall. 

The  Commissioner  notes  that  the 
intent  of  this  paragraph  was  to  cover  a 
situation  where  a  firm,  having  been 
advised  by  an  FDA  official  that  the 
agency  has  determined  that  the  prod¬ 
uct  is  considered  sufficiently  violative 
to  warrant  FDA-initiated  legal  action, 
decides  to  recall  a  product  without  any 
specific  request  from  the  agency  or 
any  suggestion  that  the  agency  in¬ 
tends  later  to  request  a  recall.  In  such 
a  case,  this  action  by  the  firm  would 
have  been  considered  an  FDA-initiated 
recall.  ’The  Commissioner  agrees  that 
this  is  not  consistent  with  the  policy 
and  procedures  established  by  the 
other  provisions  of  the  section  on 
FDA-initiated  recalls  (now  called  FDA- 
requested  recalls)  and  may  otherwise 
detract  from  those  urgent  situations 
that  require  the  agency  to  request  a 
firm  to  initiate  a  recall.  Therefore,  the 
Commissioner  has  decided  to  delete 
this  provision  from  the  section  on 
FDA-requested  recalls  (§7.45)  and  in¬ 
dicate  under  the  section  that  deals 
with  firm-initiated  recalls  (§  7.46)  that 
the  situation  described  above  will  now 
fall  within  the  scope  of  a  firm-initiat¬ 
ed  recall. 

55.  Comments  recommended  that 
the  section  heading  for  proposed 
§2.717  (now  §7.46)  be  changed  from 
“firm-initiated  recall”  to  “recall  notifi- 
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cation"  because  the  recommended 
change  is  more  descriptive  of  the  con¬ 
tents  of  this  section. 

The  Commissioner  advises  that  the 
purpose  of  this  section  is  to  establish 
the  basic  interchange  that  should  take 
place  between  a  firm  and  FDA  when 
that  firm  has  initiated  a  recall.  Grant¬ 
ed,  notifying  FDA  about  the  recall 
comprises  a  major  subject  of  the  sec¬ 
tion,  but  there  are  other  provisions  of 
this  section  that  would  not  be  de¬ 
scribed  accurately  by  the  recommend¬ 
ed  new  title.  Moreover,  use  of  the  term 
"recall  notification”  here  might  result 
in  confusion  with  other  sections  of  the 
guidelines  tht  are  headed  "Recall  com¬ 
munications”  and  "Public  notification 
of  recall.”  The  Commissioner  con¬ 
cludes,  therefore,  that  the  change  rec¬ 
ommended  by  these  comments  is  nei¬ 
ther  necessary  nor  appropriate. 

56.  Comments  recommended  that 
paragraph  (a)  of  §  7.46  “Firm-initiated 
recall”  recognize  and  indicate  that  a 
firm  that  initiates  a  recall  is  not  re¬ 
quired  to  notify  FDA.  Some  comments 
further  stated  that  there  is  no  reason 
why  a  firm  should  notify  FDA  about  a 
recall. 

The  Commissioner  advises  that  per¬ 
sons  involved  in  the  distribution  of 
products  regulated  by  FDA  have  re¬ 
sponsibilities  and  duties  of  an  unusual¬ 
ly  high  order.  The  public  relies  every 
day  on  the  quality,  purity,  and  safety 
of  these  products.  The  Commissioner, 
therefore,  strongly  believes  that  it  is 
essential  that  FDA  be  notified  of  a 
firm-initiated  recall;  (1)  So  that  the 
agency  can  assist,  where  necessary,  in 
making  certain  that  all  units  that 
need  to  be  recalled 'are  in  fact  recalled, 
e.g.,  by  helping  to  locate  the  product 
subject  to  a  recall;  by  notifying  the 
public,  if  necessary,  throiigh  warnings 
so  that  imdetected  units  may  not  be 
used  to  possibly  serious  public  detri¬ 
ment;  (2)  so  that  FDA  can  assist  in  lo¬ 
cating  the  cause  of  the  problem  and 
its  possible  solution  in  order  to  pre¬ 
vent  future  injury  or  damage  to  the 
public;  (3)  to  enable  FDA  to  check  sim¬ 
ilar  firms  and/or  similar  products  to 
determine  whether  like  problems  (de¬ 
tected  or  imdetected)  are  being  en¬ 
countered  and,  if  so,  to  take  steps  1 
and  2  with  respect  to  such  other  firms 
on  order  to  prevent  or  stop  injury  or 
damage  to  the  public;  and  finally  (4) 
so  that  FDA  with  this  accumulated 
knowledge  can  in  the  future  recognize 
the  same  or  similar  problems  as  they 
are  developing  or  even  before  they  ac¬ 
tually  appear,  so  as  to  prevent  or  miti¬ 
gate  injury  or  damage  more  readily 
and  efficiently  and  be  more  helpful  to 
industry  in  diagnosing  and  solving 
problems  that  may,  if  undetected  or 
unsolved,  cause  injury  or  damage  to 
the  public. 

The  Commissioner  agrees,  however, 
with  the  cmnments  that  $  7.46(a) 
should  indicate  that  FDA  notification 


of  a  recall  is  not  a  req^Hrement  under 
these  guidelines;  and  appropriate  revi¬ 
sions  have  been  made.  The  Commis¬ 
sioner  points  out,  however,  that  this 
revision  does  not  alter  the  agency’s  po¬ 
sition  that  firms  are  expected  volun¬ 
tarily  to  notify  FDA  whenever  they 
decide  to  initiate  a  recall  and  where 
otherwise  required  by  other  FDA  reg¬ 
ulations. 

57.  Comments  stated  that  a  firm’s 
notification  to  FDA  should  be  limited 
to  the  recall  of  only  those  products 
that  present  a  risk  of  serious  harm  to 
the  consumer,  e.g.,  only  Class  I  and  II 
hazards.  One  comment  suggested  that 
a  Class  III  recall  need  not  be  reported 
immediately. 

The  Commissioner  advises  that 
while  the  three  recall  classes  listed 
under  §  7.3(m)  are  based  on  degree  of 
hazard,  it  is  incorrect  to  assume  that 
the  least  hazardous  recall  class  (Class 
III)  is  not  also  of  concern  to  the  public 
and  FDA.  When  any  marketed  prod¬ 
uct  is  found  to  violate  the  law  and 
warrant  a  court  action,  obviously  it  is 
a  serious  matter.  For  the  reasons  given 
in  the  preceding  paragraph,  advising 
FDA  immediately  of  all  recalls  is 
therefore  in  the  public  interest  as  well 
as  that  of  the  regulated  industry. 

58.  Comments  argued  that  some  of 
the  information  listed  under  §  7.46(a) 
that  a  firm  is  requested  to  provide 
FDA  when  a  recall  is  initiated  consti¬ 
tutes  trade  secrets  which,  under  the 
Freedom  of  Information  Act,  would  be 
available  from  FDA  to  business  com¬ 
petitors.  Some  of  the  comments  also 
argued  that  providing  FDA  with  the 
identity  of  all  known  consignees  is  ex¬ 
tremely  burdensome  and  it  is  probably 
not  necessary  for  FDA  to  have  this  in¬ 
formation  for  each  and  every  recall. 

The  Commissioner  advises  that  any 
trade  secrets  and  commercial  or  finan¬ 
cial  information  which  the  agency  re¬ 
ceives  under  §  7.46(a)  would,  in  accord¬ 
ance  with  §20.61  (21  CFR  20.61),  not 
be  available  for  public  disclosure.  He 
further  advises  that  the  purpose  of 
asking  for  the  type  of  information 
listed  under  §  7.46(a)  is  to  enable  FDA 
to  make  a  precise  assessment  of  the 
particular  recall  situation  and  the 
strategy  needed  for  that  recall.  How¬ 
ever,  the  Commissioner  recognizes 
that  the  identity  of  all  known  consign¬ 
ees  may  not  be  needed  for  each  and 
every  recall;  therefore,  this  paragraph 
now  indicates  that  FDA  will  ask  for 
that  information  only  when  it  is 
needed  for  a  particular  case. 

59.  Comments  stated  that  §  7.46, 
which  provides  that  a  firm  notifying 
FDA  of  a  recall  should  also  submit  a 
description  of  the  deficiency  in  the 
product,  the  date  and  circumstances 
under  which  it  was  discovered,  and  a 
description  of  the  risk,  may  violate  the 
constitutional  privilege  against  com¬ 
pelled  self-incrimination.  The  com¬ 
ments  urged  that  the  provision  be  de¬ 
leted  or  revised. 


The  Commissioner  disagrees  with 
the  comments.  It  is  settled  that  the 
privilege  against  compelled  self-in¬ 
crimination  is  an  individual  privilege 
relating  to  personal  matters;  the  privi¬ 
lege  is  not  available  to  a  collective 
entity,  such  as  a  business  enterprise, 
or  to  an  individual  acting  in  a  repre¬ 
sentative  capacity  on  behalf  of  a  col¬ 
lective  entity  (California  Bankers 
Ass’n.  V.  Shultz,  416  U.S.  21,  55  (1974); 
BeUU  V.  United  States.  417  U.S.  85 
(1974);  United  States  v.  KordeU  397 
UJS.  1,  8  (1970);  Curcio  v.  United 
States.  354  U.S.  118, 122  (1957);  United 
States  V.  White.  322  U.S.  694,  699 
(1944);  Wilson  v.  United  States,  221 
U.S.  361,  382-384  (1911);  Hale  v. 
Henkel,  201  U.S.  43,  74-75  (1906)). 
Even  for  individuals,  the  privilege 
against  compelled  self-incrimination  is 
inapplicable  where  a  reporting  re¬ 
quirement  is  applied  to  "an  essentially 
noncriminal  and  regulatory  area  of  in¬ 
quiry,”  where  self-reporting  is  the 
only  feasible  means  of  securing  the  re¬ 
quired  information,  and  where  the  re¬ 
quirement  is  not  applied  to  "a  highly 
selective  group  Inherently  suspect  of 
criminal  activities”  in  "an  area  perme¬ 
ated  with  criminal  statutes”  (Califor¬ 
nia  V.  Byers.  402  U.S.  424,  430  (1971); 
Marchetti  v.  United  States,  390  n.S.  39 
(1968),  and  companion  cases;  Albertson 
v.  SACB,  382  U.S.  70,  79  (1965);  Sha¬ 
piro  V.  United  States,  335  U.S.  1 
(1948)).  Even  in  the  rare  instance 
where  a  product  defect  reporting  re¬ 
quirement  or  guideline  applies  to  an 
individual  who  was  not  acting  on 
behalf  of  a  collective  entity,  it  is 
almost  certain  under  these  cases  that 
the  requirement  or  guideline  would 
not  be  regarded  as  infringing  upon  the 
constitutional  privilege  against  com¬ 
pelled  self -incrimination. 

60.  A  comment  recommended  that 
when  a  firm  decides  to  initiate  a  prod¬ 
uct  removal  or  correction  it  should 
proceed  with  that  action  and  not  wait 
for  FDA  to  determine  whether  that 
action  is  a  recall,  conduct  a  hazard 
evaluation,  classify  the  recall,  and 
review  the  strategy  for  that  recall. 

The  Commissioner  agrees  with  this 
comment  and  notes  that  paragraph  (a) 
of  §  7.42  Recall  strategy  indicates  that 
a  firm  should  proceed  with  the  remov¬ 
al  or  correction  pending  the  agency’s 
review  of  the  situation.  The  Commis¬ 
sioner  also  concludes  that  the  section 
on  firm-initiated  recall  should  also  ad¬ 
dress  this  point,  and  §  7.46(b)  has  been 
revised  accordingly. 

61.  Comments  recommended  dele¬ 
tion  of  proposed  §  2.717(c)  since  it 
serves  no  useful  purpose  to  notify 
FDA  about  a  firm’s  market  withdrawal 
or  stock  recovery  because  by  definition 
products  subject  to  these  kinds  of  re¬ 
movals  are  not  violative  and  present 
no  risk  to  the  public. 

The  Commissioner  agrees,  in  part, 
with  these  comments  and  recognizes 
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that  routinely  notifying  FDA  each 
time  a  firm  initiates  a  market  with¬ 
drawal  or  stock  recovery  places  an  ad¬ 
ministrative  burden  on  both  industry 
and  FDA.  while  providing  little,  if  any, 
benefit  to  the  public.  Moreover,  the 
agency’s  direct  and  regular  involve¬ 
ment  in  these  kinds  of  actions  may  de¬ 
tract  from  the  basic  purpose  of  recalls 
and  interfere  with  maintaining  recalls 
as  an  effective  consiuner  protection 
tool. 

On  the  other  hand,  there  have  been 
in  the  past  and  most  likely  will  contin¬ 
ue  to  be  situations  where  a  firm  knows 
that  its  marketed  product  is  deficient 
in  some  respect  (for  example,  because 
of  complaints  received  from  users  or 
consumers  of  the  products)  and  al¬ 
though  the  reason  or  cause  of  the 
product’s  deficiency,  or  even  what  the 
deficiency  is.  might  not  be  readily  ap¬ 
parent  or  known,  the  firm  initiates  a 
market  withdrawal  of  the  product.  In 
such  situations,  the  Commissioner  be¬ 
lieves  that  the  prudent  firm  should 
notify  FDA  because  the  product  may 
be  violative  in  some  respect,  and  the 
agency’s  investigative  and  scientific 
expertise  may  be  able  to  determine 
the  exact  reason  for  the  complaints 
and  determine  what  additional  steps 
are  needed.  In  short,  removal  of  a 
product  may  represent  only  one  of  sev¬ 
eral  necessary  actions  to  protect  the 
public  health  because,  if  the  product 
was  used  or  consiuned.  harm  or 
damage  may  occiu’  although  its  ad¬ 
verse  effects  and  their  relative  serious¬ 
ness  are  still  undetected.  Thus,  what 
may  appear  to  a  firm  to  be  a  nonrecall 
situation  could  be  in  reality  a  very  se- 
*rious  public  health  problem.  Of  con¬ 
cern  here  is  not  whether  the  action  is 
labeled  a  recall  or  a  market  withdraw¬ 
al.  but  whether  the  action  by  the  firm 
is  sufficient  and  FDA  intervention  is 
or  is  not  needed. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  a  firm  need  not  notify 
FDA  about  those  routine  situations 
where  the  reason  for  a  removal  or  cor¬ 
rection  clearly  and  obviously  falls 
within  the  meaning  of  market  with¬ 
drawal  or  stock  recovery.  The  Commis¬ 
sioner  also  concludes  that  a  firm 
should  consult  with  the  agency  in 
those  situations  in  which  a  removal  or 
correction  is  needed,  but  the  reason 
why  such  action  is  needed  is  not  obvi¬ 
ous  or  clearly  understood.  Therefore, 
§  7.46(d)  has  been  revised  by  deleting 
the  firm’s  notification  to  FDA  about 
market  withdrawals  or  stock  recover¬ 
ies,  but  providing  for  a  firm’s  consulta¬ 
tion  with  the  agency  to  determine  the 
exact  nature  of  the  problem  leading  to 
a  product  removal  or  correction,  that 
the  firm  believes  is  a  market  with¬ 
drawal. 

62.  Comments  urged  that  the  section 
of  the  regulations  on  health  hazard 
evaluation  and  recall  classification 
(§7.41)  provide  for  a  firm’s  participa¬ 


tion  or  provide  for  outside  expert  con¬ 
sultation  as  part  of  FDA’s  hazard  eval¬ 
uation  and  classification  of  a  product 
subject  to  a  recall.  Other  comments 
asserted  that  hazard  evaluation  and 
recall  classification  are  the  sole  re¬ 
sponsibility  of  the  recalling  firm. 

The  Commissioner  advises  that 
§  7.46(a)  requires  a  firm  to  provide  the 
agency  with,  among  other  things,  an 
evaluation  of  the  risk  associated  with 
the  product,  which  will  be  used  by  the 
agency  in  its  evaluation  of  the  hazard 
of  the  product  that  Is  being  recalled  or 
being  considered  for  recall.  ’Therefore, 
a  firm  does  have  an  opportimity  to 
participate  in  this  part  of  the  recall 
process.  The  Commissioner  further  ad¬ 
vises  that  although  the  agency  has  the 
scientific  expertise  to  conduct  hazard 
evaluations,  this  section  does  not  pre¬ 
clude  the  agency  from  also  consulting 
with  outside  experts,  including  those 
available  to  a  firm.  In  those  instances 
where  such  consultation  is  necessary 
and  appropriate,  the  agency  will  seek 
it.  Additionally,  the  Commissioner  rec¬ 
ognizes  that  some  firms  have  the  sci¬ 
entific  capability  to  conduct  their  own 
hazard  evaluation  and  recall  classifica¬ 
tion.  although  many  firms  do  not. 
Moreover,  FDA  is  ultimately  responsi¬ 
ble  for  protecting  the  public  health, 
and  evaluation  of  the  hazard  associat¬ 
ed  with  a  product  recall  is  a  proper 
and  necessary  part  of  that  responsibil¬ 
ity. 

63.  A  comment  noted  that  the  pre¬ 
amble  to  the  proposed  regulations  in¬ 
dicated  that  a  recall  health  hazard 
evaluation  is  to  be  conducted  by  a 
committee  of  FDA  scientists,  but  this 
procedure  was  not  reflected  in  the  pro¬ 
posed  regulations. 

In  response  to  the  comment, 
§  7.41(a)  now  indicates  that  an  ad  hoc 
committee  of  scientists  from  the  re¬ 
sponsible  FDA  bureau  will  perform  a 
hazard  evaluation  of  a  product  subject 
to  recall. 

64.  Comments  stated  that  §  7.41(a) 
should  include  as  part  of  the  health 
hazard  evaluation  of  essential  prod¬ 
ucts  (e.g.,  drugs  or  devices  that  provide 
unique,  essential  therapy)  the  fact 
that  the  continued  health  care  bene¬ 
fits  derived  from  such  products  may 
sometimes  outweigh  the  risk  caused  by 
the  violative  condition  because  other 
means  of  therapy  are  not  available. 

The  Commissioner  agrees  that  the 
benefits  of  certain  products  are  an  im¬ 
portant  and  relevant  factor  to  consider 
in  a  recall  situation.  However,  this 
factor  is  not  directly  relevant  in  evalu¬ 
ating  the  health  hazard  associated 
with  the  violative  condition  of  an  es¬ 
sential  product,  which  is  the  only  piu*- 
pose  of  §  7.41(a).  Once  the  degree  of 
hazard  has  been  determined,  then  the 
benefits  of  the  continued  availability 
of  that  essential  product  should  be 
considered  separately.  The  Commis¬ 
sioner  concludes  that  this  considera¬ 


tion  is  more  appropriately  made  in 
conjunction  with  the  development  of 
the  specific  strategy  for  conducting 
the  recall  of  that  product.  The  Com¬ 
missioner  notes  that  proposed 
§  2.719(a)  on  recall  strategy  had  such  a 
provision,  which  has  been  retained  in 
§  7.42(a)  of  these  guidelines. 

65.  Comments  recommended  that 
other  factors  be  added  to  and  consid¬ 
ered  as  part  of  the  health  hazard  eval¬ 
uation.  These  factors  included  consid¬ 
erations  such  as  an  assessment  of  the 
degree  to  which  the  product  remains 
imused  in  the  marketplace  and  an  as¬ 
sessment  of  the  degree  to  which  the 
product  deficiency  is  obvious  to  the 
consumer  or  user. 

As  with  the  preceding  comments, 
the  Commissioner  concludes  that 
these  factors,  all  of  which  are  relevant 
recall  considerations,  are  more  appro¬ 
priately  considered  under  §  7.42(a). 
wherein  the  development  of  a  strategy 
for  conducting  a  recall  is  described. 
Accordingly,  these  factors  have  been 
included  in  that  section. 

66.  A  comment  stated  that  because 
proposed  §2.719  (now  §7.42)  actually 
describes  standard  recall  procedures, 
not  recall  strategy,  the  section  head¬ 
ing  should  be  changed  accordingly. 

The  Commissioner  advises  that  each 
recall  requires  a  specific  planned 
course  of  action.  The  plan  addresses 
three  elements  of  a  recall:  (1)  The 
depth  to  which  the  recall  is  to  extend, 
e.g.,  wholesale,  retail,  or  consvuner 
level;  (2)  whether  public  warnings  are 
to  be  issued;  and  (3)  the  extent  to 
which  effectiveness  of  the  recall  is  to 
be  checked.  The  circumstances  sur¬ 
rounding  products  subject  to  recall 
will  vary  (i.e.,  degree  of  hazard, 
amount  of  product  in  commerce,  ease 
in  identifying  the  product  and  the 
product’s  deficiency,  etc.).  Therefore, 
the  combes  of  action  for  conducting 
recalls  of  products  will  also  vary.  In 
short,  there  is  not  necessarily  a  stand¬ 
ard  procedure  to  be  implemented,  but 
instead  a  strategy  for  the  specific  and 
sometimes  unique  circumstances  posed 
by  a  given  recall  situation. 

67.  A  comment  disagreed  that  a 
recall  strategy  should  be  developed  on 
an  ad  hoc  basis  each  time  a  recall  be¬ 
comes  necessary.  The  comment  stated 
that  what  is  needed  is  careful  decision 
making  based  on  all  available  facts  for 
a  particular  situation,  followed  by  a 
reasoned  plan  for  recalling  the  offend¬ 
ing  product  commensurate  with  the 
degree  of  urgency  that  may  be  in¬ 
volved. 

’The  Commissioner  advises  that  this 
is  precisely  the  intent  and  piupose  of 
recall  strategy— it  provides  for  the  de¬ 
velopment  of  a  reasoned  plan  for  re¬ 
calling  a  product,  based  upon  a  careful 
consideration  of  all  available  facts  sur¬ 
rounding  a  particular  situation,  includ¬ 
ing  the  relative  urgency  of  the  situa¬ 
tion.  As  mentioned  in  the  preceding 
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paragraph,  the  strategy  for  each  recall 
should  be  tailored  to  the  specific  cir¬ 
cumstances  presented.  In  that  sense,  a 
recall  strategy  is  developed  for  each 
recall  on  an  ad  hoc  basis. 

68.  Comments  asserted  that  the  re- 
sponsibliity  for  the  development  of  a 
recall  strategy  should  be  placed  on  the 
recalling  firm,  not  on  ^A,  because 
the  firm  is  in  a  better  position  to  plan 
the  course  of  action  for  conducting  its 
recall. 

The  Commissioner  concludes  that 
these  guidelines  properly  recognize 
and  provide  for  the  involvement  of 
both  the  recalling  firm  and  PDA  in 
the  development  of  a  recall  strategy 
because  both  can  make  substantial 
contributions  regarding  this  aspect  of 
the  recall  procedures.  However,  the  as¬ 
sertion  that  the  recalling  firm  should 
have  this  responsibility  to  the  exclu¬ 
sion  of  PDA  is  not  convincing  because 
it  ignores  the  experience  and  expertise 
of  the  agency  in  dealing  with  recalls 
and  related  public  health  matters. 

69.  Comments  stated  that  the  regu¬ 
lations  should  indicate  that  the  recall¬ 
ing  firm  is  not  required  to  conduct  its 
recall  in  accordance  with  an  PDA-de¬ 
veloped  strategy. 

The  Commissioner  notes  that  in 
keeping  with  the  voluntary  nature  of 
recalls  imder  these  guidelines,  pro¬ 
posed  §  2.719(a)  (now  §  7.42(a))  indicat¬ 
ed  that  a  firm  “should  conduct  the 
recall  in  accordance  with  an  approved 
recall  strategy”;  this  language  does 
not  require  a  firm  to  adopt  the  strate¬ 
gy.  Also,  other  sections  of  these  guide¬ 
lines  provide  an  opportunity  for  firms 
to  recommend  changes  in  an  PDA-de¬ 
veloped  strategy  and  for  PDA  to  rec¬ 
ommend  changes  in  strategy  devel¬ 
oped  by  the  recalling  firm.  If  differ¬ 
ences  remain  imresolved.  the  firm  has 
the  prerogative  to  carry  out  the  recall 
in  a  manner  it  considers  appropriate. 
Obviously,  the  agency  would  not 
object  to  a  recall  being  conducted 
beyond  that  contemplated  by  the 
strategy  PDA  has  recommended.  PXu- 
thermore,  if  the  planned  conduct  of 
the  recall  falls  short  of  what  the 
agency  considers  necessary  in  that 
given  situation,  then  the  agency  would 
consider  initiating  alternative  courses 
of  action,  including  coiirt  action,  to 
effect  the  proper  removal  or  correc¬ 
tion  of  the  product. 

70.  A  comment  contended  that  the 
regulations  are  unrealistic  because 
they  expect  all  recalls,  regardless  of 
hazard  presented  by  the  recalled  prod¬ 
uct,  to  be  conducted  in  the  same 
manner  and  to  the  same  extent,  e.g., 
depth  of  recall. 

Tlie  Commissioner  notes  that  the 
three  elements  of  a  recall  strategy 
listed  under  §  7.42(b)  fully  recognize 
and  provide  that  recalls  need  not  all 
be  conducted  in  the  same  manner  or 
extend  to  the  same  depth  in  the  distri¬ 
bution  chain. 


71.  A  comment  stated  that  besides 
listing  the  various  depths  (or  levels)  to 
which  a  recall  may  extend,  the  regula¬ 
tions  should  include  the  criteria  used 
by  the  agency  in  the  selection  of  a  par¬ 
ticular  level  in  the  development  of  a 
recall  strategy. 

The  Commissioner  advises  that  the 
basis  criteria  for  selecting  the  level  in 
the  distribution  chain  to  which  a  par¬ 
ticular  recall  is  to  extend  are  generally 
self-evident.  For  example,  in  cases 
where  the  hazard  is  so  great  that  ex¬ 
posure  to  the  product  should  be  pre¬ 
vented  to  the  fullest  extent  possible, 
the  depth  of  recall  would  be  to  the 
consumer  or  user  level.  However,  if  the 
product  has  not  reached  that  level,  ob¬ 
viously  the  recall  need  only  extend  to 
the  next  appropriate  level  of  the  dis¬ 
tribution  chain.  For  lesser  hazards, 
the  recall  may  extend  only  to  the 
retail  or  wholesale  level,  again  depend¬ 
ing  upon  whether  the  product  has 
been  distributed  to  that  level  and 
what  quantity  of  product  may  be  at  a 
particular  level.  Because  of  the  many 
possible  variations  in  the  distribution 
of  a  product,  coupled  with  variations 
hi  hazard  and  other  factors  that  affect 
a  recall,  the  Commissioner  believes 
that  further  elaboration  of  selection 
criteria  would  be  simply  impractical. 
Furthermore,  to  describe  in  advance 
specific  detailed  selection  rules  would 
reduce  or  eliminate  the  degree  of  flexi¬ 
bility  needed  by  industry  and  FDA  to 
respond  in  a  manner  that  is  appropri¬ 
ate  and  necessaary  for  a  particular 
recall  situation.  In  short,  the  Commis¬ 
sioner  believes  that  §  7.42(b)(1)  is  suffi¬ 
cient  for  its  stated  purpose  and  that 
common  sense  and  reasonable  Judg¬ 
ment  are  all  that  are  required  to  inter¬ 
pret  and  implement  that  paragraph. 

72.  A  comment  recommended  that 
paragraph  (bKi)  of  §  7.42  on  “depth  of 
recall”  specifically  include  hospitals  in 
each  of  the  three  levels  to  which  a 
recall  could  extend. 

The  Commissioner  recognizes  that 
hospitals  can  represent  all  three  levels 
of  the  distribution  chain  of  a  medical 
product.  i.e.,  (1)  consumer  or  user;  (2) 
retailer,  and  (3)  wholesaler.  However, 
the  Commissioner  sees  no  need  to 
mention  this  fact  in  the  guidelines 
since  the  role  of  hospitals  will  be  ap¬ 
parent  in  a  given  case  when  a  recalling 
firm  provides  the  agency  with  a  listing 
of  all  known  consignees.  Le..  direct  and 
indirect  recipients  of  the  recalled 
product. 

73.  Comments  stated  that  clarifica¬ 
tion  is  needed  on  whether  FDA  or  the 
recalling  firm,  or  both,  are  responsible 
for  issuing  public  warnings  about  a 
product  subject  to  recall.  Another 
comment  recommended  that  the  regu¬ 
lations  indicate  that  a  recalling  firm 
may  issue  public  warnings. 

The  Commissioner  agrees  that  clari¬ 
fication  of  this  point  is  needed.  In 
those  situations  where  a  public  warn¬ 


ing  about  a  recalled  product  is  neces¬ 
sary,  ST.42(b)(2)  now  indicates  that 
FDA  will  ordinarily  assume  the  re¬ 
sponsibility  for  issuing  public  warn¬ 
ings  to  maintain  the  appropriate  sense 
of  urgency  that  must  be  associated 
with  a  public  warning.  But  since  there 
may  be  situations  where  the  recalling 
firm  desires  to  initiate  a  public  warn¬ 
ing,  the  guideline  also  reflects  this 
fact.  The  Commissioner  advises  that  a 
firm  that  desires  to  issue  its  own 
public  warning  is  requested  to  submit 
for  FDA  review  the  proposed  public 
warning  statement  and  the  proposed 
distribution  of  the  statement.  The 
Commissioner  further  advises  that  if  a 
firm’s  public  warning  is  deficient  in 
any  material  respect.  FDA  will  supple¬ 
ment  that  warning  with  its  own  public 
statement. 

74.  Comments  requested  that  the 
final  regulations  indicate  the  circiun- 
stances  that  would  require  the  issu¬ 
ance  of  a  public  warning  about  a  prod¬ 
uct  subject  to  a  recall. 

The  Commissioner  advises  that 
§7.42(bK2)  has  been  set  forth  in  ac¬ 
cordance  with  the  request  made  by 
these  comments.  The  guideline  now  in¬ 
dicates  that  a  public  warning  is  re¬ 
served  for  a  most  urgent  situation  and 
then  only  when  other  methods  appear 
inadequate  for  contacting  or  inform¬ 
ing  appropriate  individuals  to  refrain 
from  or  discontinue  use  of  the  prod¬ 
uct. 

75.  Comments  requested  that  the  re¬ 
calling  firm  be  contacted  by  FDA 
before  the  agency’s  issuance  of  a 
public  warning  and  be  allowed  to  com¬ 
ment  on  the  proposed  warning  state¬ 
ment.  particularly  as  it  relates  to  the 
acciiracy  of  the  description  of  the 
product  and  its  distribution  and 
coding. 

The  Commissioner  notes  that 
§§7.42(bK2),  7.45(b).  and  7.46(b)  pro¬ 
vide  for  such  FDA  contact  and  firm 
participation  (see  paragraph  53  above 
in  this  preamble),  and  he  further 
notes  that  the  agency  ordinarily  will 
continue  to  work  closely  with  a  recall¬ 
ing  firm  in  order  to  ensure  the  factual 
accuracy  of  a  public  warning. 

76.  Comments  objected  to  the  provi¬ 
sion  of  the  recall  strategy  that  the  re¬ 
calling  firm  will  be  responsible  for  con¬ 
ducting  effectiveness-  checks.  Some 
comments  argued  that  this  is  an  FDA 
responsibility,  particularly  since  the 
agency  has  the  authority  to  enter  reg¬ 
ulated  establishments  and  inspect  rec¬ 
ords.  Other  comments  argued  that 
checking  the  effectiveness  of  a  recall 
is  an  audit  function  and,  as  such, 
should  be  performed  by  someone 
other  than  the  recalling  firm.  Another 
comment  stated  that  since  firms  are 
already  doing  their  own  effectiveness 
checks,  checking  need  not  be  specified 
in  the  regulations. 

’The  Commissioner  advises  that  the 
purpose  of  effectiveness  checks  is  to 
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verify  that  all  known,  affected  con¬ 
signees  have  received  notification 
about  a  particular  recall  and  have 
taken  appropriate  action.  The  argu¬ 
ment  that  a  recalling  firm  does  not 
have  this  responsibility  is  without 
merit  and  is  illogical.  Such  an  argu¬ 
ment  would  mean  that  after  a  firm  de¬ 
cides  to  recall  its  product  and  so  noti¬ 
fies  FDA  and  recipients  of  the  prod¬ 
uct,  the  recalling  firm’s  obligation  is 
fulfilled  and  that  there  is  no  longer 
any  need  for  the  firm  to  be  involved  in 
the  conduct  of  the  recall  or  to  be  con¬ 
cerned  about  whether  the  recall  is  pro¬ 
gressing  satisfactorily  or,  for  that 
matter,  whether  the  recall  is  even 
taking  place.  The  Commissioner  con¬ 
cludes  that  unless  a  firm  follows 
through  by  checking  the  effectiveness 
of  its  recall,  it  is  not  meeting  its  obli¬ 
gation  and  responsibility  to  consum¬ 
ers. 

The  Commissioner  recognizes,  how¬ 
ever,  that  in  some  instances  a  recalling 
firm  may  not  be  able  to  check  the  ef¬ 
fectiveness  of  its  recall;  for  example, 
when  a  recall  extends  to  the  consum¬ 
er-user  level,  or  the  confidential  busi¬ 
ness  records  of  a  firm’s  customers  are 
not  accessible,  or  wholesalers,  distribu¬ 
tors,  or  retailers  do  not  cooperate,  or, 
because  of  the  urgency  of  the  situa¬ 
tion,  an  all-out  effort  is  required.  In 
such  cases,  FDA  will  directly  assist  in 
this  activity  and,  where  necessary, 
seek  assistance  from  cooperating  State 
and  local  agencies.  The  regulations 
under  §7.42(bK3)  have  been  modified 
to  reflect  this  point. 

Additionally,  the  Commissioner  rec¬ 
ognizes  that  effectiveness  checks  also 
serve  an  audit  function,  but  this  need 
not  preclude  a  recalling  firm  from  de¬ 
termining  the  effectiveness  of  its 
recall.  Further,  as  stated  in  §  7.40,  the 
agency  will  continue  its  policy  of  close¬ 
ly  monitoring  recalls  and  assessing  the 
adequacy  of  a  firm’s  recall  efforts; 
therefore,  FDA  will  exercise  its  audit 
responsibilities  in  the  area  of  product 
recalls  separately  from  the  effective¬ 
ness  check  responsibilities  of  the  re¬ 
calling  firm. 

77.  Comments  recommended  that 
firms  not  be  expected  to  assume  re¬ 
sponsibility  for  conducting  effective¬ 
ness  checks  imtil  they  have  available 
to  them  those  methods  for  conducting 
such  checks  that  the  preamble  to  the 
proposed  regulations  indicated  were 
being  field  tested  by  the  agency. 

The  Commissioner  advises  that  the 
agency  has  completed  field  testing  dif¬ 
ferent  methods  for  conducting  recall 
effectiveness  checks  and  that  a  report 
on  the  results  has  been  made  public. 
The  field  test  showed  that  the  use  of 
telephone  calls,  letters,  mailgrams,  or 
combinatfons  thereof  can  produce 
varying  degrees  of  reliable  informa¬ 
tion  on  the  effectiveness  of  a  recall, 
and  when  compared  to  personal  visits, 
each  method  is  significantly  less 


costly.  Accordingly,  $  7.42(b)(3)  of 
these  guidelines  states  that  personal 
visits,  letters,  telephone  calls,  or  a 
combination  of  these  methods  may  be 
used  for  verifying  the  effectiveness  of 
a  recall.  Because  the  field  test  showed 
that  the  contact  rate  for  mailgrams 
was  consistently  low  (i.e.,  50  to  76  per¬ 
cent),  this  method  is  not  included  as 
an  option  for  conducting  effectiveness 
checks.  To  assist  recalling  firms, 
§7.42(bK3)  notes  that  a  guide  entitled 
’’Methods  for  Conducting  Recall  Ef¬ 
fectiveness  Checks”  has  been  devel¬ 
oped  that  describes  how  these  differ¬ 
ent  methods  are  used  and  is  available 
upon  request. 

Further,  because  the  number  of  re¬ 
calls  field  tested  was  relatively  small, 
the  Commissioner  believes  that  more 
practical  experience  is  needed  before 
the  telephone  and  letter  methods  or  a 
mix  of  the  two  methods  can  be  relied 
upon  for  all  recaUs.  For  example,  a 
class  I  recall  may  require  the  highest 
level  of  tussurance  that  consignees 
have  received  notification  about  the 
recall  and  have  taken  appropriate 
action.  In  this  case,  personal  visits 
may  be  the  method  of  choice  for  con¬ 
ducting  effectiveness  checks,  i^ince 
this  determination  should  be  based 
upon  careful  consideration  of  the  par¬ 
ticular  recall  situation,  §  7.42(b)(3)  also 
states  that  the  recall  strategy  submit¬ 
ted  to  FDA  for  review  should  specify 
the  method  or  methods  the  recalling 
firm  intends  to  use  for  conducting  its 
recall  effectiveness  checks. 

78.  Comments  contended  that  the 
various  provisions  listed  in  proposed 
§  2.720  regarding  recall  commvinlca- 
tions  appear  to  be  the  same  for  all  re¬ 
calls,  regardless  of  a  particular  recall’s 
classification  and  strategy  and  wheth¬ 
er  the  recall  involves  a  product  remov¬ 
al  or  correction. 

The  Commissioner  advises  that  the 
intent  of  this  section  is  to  provide  the 
recalling  firm  guidance  for  notifying 
its  known  and  affected  consignees 
about  the  product  recall  it  has  initiat¬ 
ed  and  that  the  manner  and  extent  of 
such  notification  should  be  commen¬ 
surate  with  the  class  and  strategy  for 
the  recall.  It  is  evident  from  these 
comments  that  proposed  §2.720  did 
not  accimitely  convey  the  Commis¬ 
sioner’s  intent.  Accordingly,  the  sec¬ 
tion  on  recall  communications  (now 
§  7.49)  has  been  revised  to  provide  that 
the  format  and  content  of  a  firm’s 
recall  communication,  the  persons 
who  should  receive  the  communica¬ 
tion,  and  the  need  for  followup  notifi¬ 
cation  of  consignees,  may  vary  depend¬ 
ing  on  the  specific  action  (e.g.,  removal 
or  correction),  recall  classification,  and 
strategy  for  that  particular  recall.  In¬ 
stead  of  having  specific  and  rigid 
instructions  to  cover  all  recall  situa¬ 
tions,  the  revision  conveys  the  basic 
elements  of  the  usual  recall  communi¬ 
cation,  but  recognizes  that  variations 


may  be  appropriate  to  assure  that  af¬ 
fected  consignees  (and  in  certain  cases, 
specific  segments  of  the  affected 
health  care  community)  receive  a  com¬ 
munication  that  will  result  in  prompt 
and  necessary  action  on  their  part. 

79.  Comments  stated  that  marking 
the  envelope  of  a  recall  communica¬ 
tion  ’’URGENT— (product  type,  e.g., 
DRUG)  RECALL”  draws  unnecessary, 
adverse  publicity  to  the  recalling  firm 
and  is  unnecessary  because  the  same 
legend  is  also  on  the  letter,  which 
should  be  sufficient.  Another  com¬ 
ment  asserted  that  the  ’’URGENT” 
legend  on  recall  communications 
should  be  reserved  only  for  urgent  sit¬ 
uations  and  therefore,  should  not  be 
used  for  class  III  recalls. 

The  Commissioner  advises  that  the 
purpose  of  having  the  ’’URGEINT/ 
RECALL”  legend  on  the  envelope  as 
well  as  the  letter  is  to  assure  that  the 
initial  recipient  of  the  recall  communi¬ 
cation  (e.g.,  the  firm’s  mail  room)  im¬ 
mediately  recognizes  the  importance 
of  the  correspondence  and  brings  it  to 
the  immediate  attention  of  a  responsi¬ 
ble  individual.  ’The  Commissioner 
agrees,  however,  that  the  ’’URGENT” 
part  of  the  legend  may  not  be  appro¬ 
priate  in  all  product  recalls  and  con¬ 
cludes  that  the  legend  should  only  be 
required  for  class  I  and  class  II  recaUs 
and,  when  appropriate,  class  III  re¬ 
calls.  A  change  to  this  effect  has  been 
made  in  §  7.49. 

80.  Comments  argued  against  includ¬ 
ing  in  a  recall  communication  an  ’’ex¬ 
planation  of  the  reason  for  the  recall 
and  the  nature  of  the  violation  and 
hazard  Involved”  as  set  forth  in  pro¬ 
posed  §  2.720(b)  (now  §  7.49(b)).  ’The 
comments  contended  that  this  infor¬ 
mation  is  sometimes  speculative  and 
the  recipient  of  the  recall  communica¬ 
tion  does  not  need  it;  others  contended 
that  such  information  is  incriminating 
and  may  be  used  by  the  recipients  of 
the  communication  in  a  civil  action 
against  the  recalling  firm. 

A  firm’s  recall  communication  has  as 
its  objectives  to  notify  affected  cus¬ 
tomers:  (1)  That  the  product  in  ques¬ 
tion  is  subject  to  recall,  (2)  that  fur¬ 
ther  distribution  or  use  of  any  remain¬ 
ing  product  should  cease  immediately, 
(3)  in  certain  cases,  that  the  customer 
should  in  turn  notify  others  known  to 
have  received  the  product,  and  (4)  con¬ 
cerning  instructions  as  to  what  to  do 
with  the  product.  The  Commissioner 
concludes  that  in  order  for  a  firm’s 
recall  communications  to  achieve 
these  stated  objectives  it  is  necessary 
to  include  in  the  communication  a 
concise  statement  regarding  the 
reason  the  product  is  being  recalled 
(i.e.,  a  description  of  the  defect)  and 
the  hazard  associated  with  that  defect. 
Otherwise,  the  recipient  of  the  notifi¬ 
cation  would  probably  ignore  the  mes¬ 
sage  that  is  to  be  conveyed  or  not  act 
or  respond  to  the  extent  necessary  for 
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that  particular  recall.  The  Commis¬ 
sioner  further  believes  t^t  such  infor¬ 
mation  is  particularly  critical  in  cer¬ 
tain  recall  situations  involving  drugs, 
biologies,  and  medical  devices,  where 
the  health  care  community  would 
have  an  absolutely  vital  need  to  know 
exactly  what  is  wrong  with  the  prod¬ 
uct.  In  short,  the  Commissioner  sees 
no  suitable  alternative  to  including  in 
a  recall  communication  a  statement 
concerning  the  product’s  defect  and  its 
hazard.  He  does  believe,  however,  that 
if  there  are  uncertainties  about  the 
defect  and/or  hazard  at  the  time  the 
recall  communication  is  sent,  these  un¬ 
certainties  can  be  explained. 

81.  Conunents  objected  to  the  provi¬ 
sion  under  the  section  on  recall  com- 
mimications  stating  that  recall  com- 
mimications  should  not  contain  quali¬ 
fications,  irrelevant  statements,  pro¬ 
motional  material,  or  other  statements 
that  may  detract  from  the  message. 
The  comments  expressed  the  opinion 
that  such  additional  information  may 
be,  in  certain  instances,  helpful  in  pre¬ 
senting  an  accurate  and  balanced  pic¬ 
ture  of  the  situation,  and  as  such 
should  be  encouraged  and  not  prohib¬ 
ited. 

As  stated  by  the  Commissioner  in 
the  preceding  comment,  a  recall  com¬ 
munication  has  four  basic  objectives 
and,  in  order  to  achieve  these  objec¬ 
tives,  the  communication  has  to  be 
brief  and  to  the  point.  Therefore,  in¬ 
cluding  any  additional  irrelevant  in¬ 
formation  in  the  communication  may 
defeat  this  goal.  In  determining  the 
relevancy  of  information  that  a  firm 
may  want  to  include  in  the  communi¬ 
cation,  the  Commissioner  advises  that 
common  sense  should  prevaiL  In  other 
words,  a  recalling  finh’s  communica¬ 
tion  should  not  cloud  or  lengthen  the 
basic  message  (Le..  that  the  product  in 
question  Is  defective  and/or  hazard¬ 
ous)  by  also  promoting  the  qualities  of 
that  product  or  other  products  sold  by 
the  recalling  firm. 

82.  Comments  recommended  that 
the  section  on  recall  communications 
also  address  the  responsibilities  of  the 
recipients  of  the  recall  commimica- 
tion.  These  comments  expressed  the 
opinion  that  not  only  manufacturers 
but  also  distributors,  wholesalers,  re¬ 
tailers.  users,  and  consumers  must  co¬ 
operate  in  order  for  a  recall  to  be  ef¬ 
fective. 

The  Commissioner  agrees  with  these 
comments  and  has  added  to  $7.49  a 
new  paragraph  (d).  which  addresses 
the  responsibilities  of  recipients  of  a 
x-ecall  communication. 

83.  A  comment  recommended  that 
the  section  on  recall  status  reports  be 
omitted  from  the  final  regulations  be¬ 
cause  FDA  has  no  authority  to  require 
such  reports. 

The  Commissioner  advises  that  pro¬ 
posed  $2,721  indicated  that  a  firm’s 
submission  of  recall  status  reports  to 


FDA  under  this  section  is  voluntary, 
not  required.  However,  to  further  clar¬ 
ify  this  point,  the  word  “requested” 
has  been  added  to  the  opening  sen¬ 
tence  of  that  section  (now  $  7.53). 

84.  Comments  expressed  the  opinion 
that  the  submission  of  recall  status  re¬ 
ports  every  2  weeks  is  unrealistic  and 
burdensome,  with  no  recognizable 
benefit  to  FDA  or  the  public.  The 
comments  suggested  that  the  report¬ 
ing  frequency  be  prescribed  on  a  case- 
by-case  basis  and  be  required  only  for 
good  cause  and  that  the  reporting  obli¬ 
gation  be  consistent  with  the  classifi¬ 
cation  of  the  recall.  e.g..  the  status  of 
a  Class  I  recall  would  be  reported  to 
FDA  at  more  frequent  intervals  then 
that  of  a  Class  U  recall,  and  so  on. 
Other  comments  remarked  that  only 
Class  I  recalls  should  be  subject  to  this 
section  of  the  regulations  and  the 
status  of  all  others  (i.e..  Class  II  and 
III  recalls)  should  be  reported  at  the 
firm’s  discretion.  Some  comments 
noted  that  status  reports  are  needed 
only  when  there  is  new  information  to 
report  since,  as  the  recall  progresses, 
suph  information  becomes  very  spo- 
ra^c. 

The  Commissioner  concedes  that  2- 
week  intervals  for  reporting  on  the 
status  may  not  be  necessary  for  all  re¬ 
calls.  Therefore,  $7.53  of  these  guide¬ 
lines  states  that  the  frequency  of  a 
firm’s  submission  of  such  reports  will 
be  determined  for  each  individual 
recall.  The  section  also  indicates  that 
the  criteria  for  that  determination  will 
be  mainly  the  relative  urgency  of  the 
recall.  The  Commissioner  further  con¬ 
cludes  that  while  sometimes  new  in¬ 
formation  may  not  be  available  to 
report,  periodic  negative  reports  do 
have  utility  in  assisting  the  agency  in 
assessing  the  progress  of  the  recall. 

85.  Several  comments  re<x}mmended 
that  proposed  $2,722  (now  $7.55)  be 
deleted  because  provisions  for  the  ter¬ 
mination  of  a  recall  serve  no  useful 
purpose,  because  they  are  inconsistent 
with  FDA’s  recognition  of  industry’s 
recall  responsibilities,  and  because 
formal  written  statements  are  burden¬ 
some. 

The  Commissioner  advises  that  both 
FDA  and  the  recalling  firm  have  a  re¬ 
sponsibility  to  assure  the  public  that  it 
has  been  determined  that  all  reason¬ 
able  efforts  have  been  made  to  effect 
the  recall  and  that  the  marketed  prod¬ 
uct  has  been  removed  or  corrected  to 
the  extent  possible.  For  this  reason, 
the  Commissioner  considers  $7.55  an 
important  component  of  FDA’s  overall 
rec^  procedures  because  it  provides 
industry  the  guidance  it  needs  by  de¬ 
scribing  the  relative  roles  of  FDA  and 
the  recalling  firms  in  making  this  de¬ 
termination.  In  short,  the  section  on 
termination  of  a  recall  is  the  mecha¬ 
nism  for  formally  documenting  the 
finish  of  what  a  firm  previously  decid¬ 
ed  to  initiate. 


86.  A  comment  recommended  that  a 
recall  be  terminated  only  when  it  has 
been  determined  that  a  hazard  no 
longer  exists.  Another  comment  asked 
what  the  criteria  are  for  terminating  a 
recalL 

The  Commissioner  advises  that  a 
recall  will  be  considered  terminated 
after  all  reasonable  efforts  have  been 
made  to  effect  the  recall  and  the  prod¬ 
uct  subject  to  the  recall  has  been  re¬ 
moved  or  corrected  to  the  extent  pos¬ 
sible.  In  the  case  of  a  recall  of  a  prod¬ 
uct  that  presents  a  hazard  to  health, 
the  same  standard  would  apply.  The 
Commissioner  fuirther  advises  that  the 
criteria  of  reasonableness  will  be  com¬ 
mensurate  with  the  classification  in  a 
given  recall  situation. 

87.  Comments  objected  to  the  pro¬ 
posed  provision  in  $  2.722(b)  that 
before  a  recall  can  be  terminated.  FDA 
may  request  the  recalling  firm  to 
submit  a  description  of  the  measures 
that  have  been  instituted  to  prevent  a 
recurrence  of  the  problem.  The  com¬ 
ments  argued  that  future  remedial 
measiu^  should  not  be  a  condition  for 
terminating  a  recall  and  that  this  re¬ 
quirement  is  more  appropriately  ad¬ 
dressed  in  the  agency’s  good  manufac¬ 
turing  practice  regulations. 

’The  Commissioner  concludes  that, 
for  the  purpose  and  scope  of  the  recall 
guidelines,  the  statement  to  which 
these  comments  objected  is  not  neces¬ 
sary  and  is  therefore  deleted  from 
$  7.55(b).  ’The  Commissioner  notes, 
however,  that  the  agency  will  ordinari¬ 
ly  investigate  the  cause  of  the  viola¬ 
tive  condition  which  resulted  in  the 
initiation  of  a  recall  at  or  before  the 
time  the  recall  is  initiated.  Thus,  by 
the  time  a  recall  reaches  a  point  when 
it  may  be  terminated.  FDA  will  prob¬ 
ably  already  have  the  information  it 
was  seeking  under  the  proposed  provi¬ 
sion. 

88.  Comments  recommended  dele¬ 
tion  of  proposed  $  2.723  Industry  guid¬ 
ance  (now  $  7.59)  because  maintenance 
of  a  recall  plan  and  product  traceabi¬ 
lity,  Le.,  coding  and  distribution  rec¬ 
ords.  is  not  required  by  or  is  in  conflict 
with  certain  laws  administered  by 
FDA  and  therefore,  represents  unfair 
pressure  on  industry.  Other  comments 
stated  that  it  will  be  either  impractical 
or  impossible  for  all  regulated  firms  to 
adopt  or  comply  with  this  section.  One 
comment  requested  that  manufactur¬ 
ers  such  as  bakeries  who  sell  their 
products  only  to  consumers  be 
exempted  from  this  part  of  the  recall 
regulations.  Another  comment  assert¬ 
ed  that  a  firm  having  no  formal  recall 
plan  might  be  considered  by  an  FDA 
inspector  to  be  in  violation  of  a  “OMP 
requirement.” 

On  the  basis  of  these  comments,  the 
Commissioner  concludes  that  the 
intent  of  including  industry  guidance 
in  the  recall  regulations  was  misimder- 
stood  by  some.  He  advises  that  the 
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proposed  provisions  did  not  purport  to 
be  mandatory  requirements.  Instead, 
the  section  was  intended  only  to 
inform  industry  that  a  recall  can  be 
disruptive  of  a  firm’s  operation  and 
business.  The  agency’s  experience 
shows  that,  to  minimize  this  disruptive 
effect,  a  firm  can  take  several  steps  in 
advance:  (1)  develop  a  contingency 
plan  for  recalls;  (2)  utilize  product 
coding;  and  (3)  maintain  sufficient  rec¬ 
ords  on  product  distribution.  In  short, 
this  section  was  merely  advisory.  Be¬ 
cause  other  comments  from  industry 
endorsed  the  suggestions,  the  Commis¬ 
sioner  has  further  concluded  that  pro¬ 
viding  such  industry  guidance  still  has 
merit  and  utility.  ’Therefore,  §  7.59  has 
been  retained  and  appropriately  quali¬ 
fied  to  preclude  any  future  misinter¬ 
pretation. 

89.  Comments  objected  to  and  rec¬ 
ommended  deletion  of  proposed  §  2.724 
Public  notification  of  recall  (now 
§7.50)  for  various  reasons,  including: 
the  press  has  no  right  to  demand  a  list 
of  product  recalls  unless  they  make  a 
request ’under  the  Freedom  of  Infor¬ 
mation  Act  and,  moreover.  FDA 
should  not  volimteer  such  ij^orma- 
tion;  public  listing  of  recalls  has  re¬ 
sulted  in  adverse  publicity  and  has 
“killed”  some  companies;  and  public 
disclosure  discourages  firms  from  re¬ 
porting  recalls  to  FDA. 

The  Commissioner  advises  that  the 
agency  has  absolutely  no  intention  of 
suppressing  public  access  to  informa¬ 
tion  on  recalls.  The  public  has  a  need 
and  right  to  know  that  products  in  the 
marketplace  that  affect  one’s  health 
and  welfare  have  been  found  deficient 
in  some  respect  and  that,  through  in¬ 
dustry’s  voluntary  efforts,  these  prod¬ 
ucts  are  being  recalled  in  order  to  pre¬ 
vent  harm  or  deception.  The  F^A 
weekly  listing  of  recalls  is  intended  to 
provide  this  information.  As  noted  by 
several  comments,  in  the  absence  of 
such  a  listing  any  person  is  entitled  to 
request  and  receive  essentially  the 
same  information  under  the  Freedom 
of  Information  Act.  However,  the 
main  advantage  of  FDA’s  initiating 
the  disclosure  of  recalls,  instead  of 
waiting  for  the  information  to  be  re¬ 
quested,  is  that  the  listing  of  recalls  in 
the  FDA  Enforcement  Report  pro¬ 
vides  perspective  and  includes  only 
factual,  relevant  information. 

Moreover,  wholly  aside  from  free¬ 
dom  of  information  considerations, 
FDA  is  required  under  section  705(a) 
of  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  375(a))  to  publish 
periodic  reports  summarizing  all  Judg¬ 
ments.  decrees,  and  court  orders  which 
have  been  rendered  under  the  act.  The 
public  listing  of  recalls  is  consistent 
with  that  provision  of  the  law  because 
a  recall  has  essentially  the  same  effect 
as  seizure.  The  Commissioner  recog¬ 
nizes  that  this  FDA  policy  of  publicly 
listing  recalls  will  probably  continue 
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to  discourage  some  firms  from  report¬ 
ing  their  product  recalls  to  the  agency. 
Nonetheless,  the  Commissioner  con¬ 
cludes  that  rescinding  this  policy  as  an 
incentive  for  encouraging  these  firms 
to  notify  FDA  about  their  recalls  rep¬ 
resents  an  unsavory  compromise  of 
the  public  interest  to  accommodate 
what  appears  to  be  a  very  small  minor¬ 
ity  of  the  regulated  industry.  The 
Commissioner  also  advises  that  the 
agency  cannot  guarantee  that  adverse 
publicity  might  not  result  from  FDA’s 
weekly  listing  of  recalls;  however,  as 
noted  above,  he  assures  that  the 
agency  will  make  every  effort  to  pro¬ 
vide  perspective  and  an  accurate  de¬ 
scription  when  it  lists,  and  responds  to 
inquiries  on,  a  recall. 

90.  Comments  requested  that  only 
Class  I  and  II  recalls  be  placed  on  the 
FDA  public  list  because  there  is  no 
sound  reason  to  inform  the  public 
about  recalls  involving  nonhazardous 
products.  It  was  argued  that  the 
public  may  misinterpret  the  recall  of  a 
misbranded  product  to  mean  that  the 
product  is  also  harmful  to  health,  re¬ 
sulting  in  undue  alarm  and  publicity. 
Other  comments  argued  that  the  FDA 
Enforcement  Report  should  list  recalls 
only  when  listing  is  necessary  to 
reduce  risk  to  the  public  health. 

The  Commissioner  advises  that  the 
distinction  between  degrees  of  hazard 
as  provided  by  the  three  recall  classes 
does  not  mean  that  the  lowest  ranking 
of  the  three  (Class  III)  is  not  serious 
in  the  eyes  of  the  public.  The  consiun- 
er  has  the  right  to  know  about  a  prod¬ 
uct  subject  to  a  Class  III  recall,  which 
could  represent  a  matter  of  gross  de¬ 
ception  although  it  may  not  pose  a 
hazard  to  health.  In  short,  the  Com¬ 
missioner  regards  all  recalls  as  serious 
and  believes  that  public  disclosure  of 
all  recalls  is  warranted.  The  Commis¬ 
sioner  also  notes  that  the  agency  does 
not  use  the  FDA  Enforcement  Report 
to  alert  the  public  about  the  risk  or 
hazard  of  a  product  imder  recall. 
When  such  an  alert  is  necessary  in  a 
particular  situation,  the  agency  will 
issue  separately  a  public  warning,  as 
provided  in  §  7.42(b)(2). 

91.  Comments  objected  to  the  public 
listing  of  firm-initiated  recalls,  arguing 
that  even  though  a  firm  is  voluntarily 
acting  in  good  faith,  it  will  suffer  ad¬ 
verse  publicity. 

The  Commissioner  advises  that  a 
firm  has  the  responsibility  to  recall  of¬ 
fending  products  and  the  potential  re¬ 
percussions  of  that  action  (e.g.,  ad¬ 
verse  publicity)  should  not  be  used  as 
a  basis  for  withholding  from  the 
public  information  concerning  a  recall 
that  Is  taking  place. 

92.  Comments  requested  that  the 
FDA  Enforcement  Report  indicate 
whether  a  recall  was  initiated  at 
FDA’s  request  or  was  firm-initiated. 

’The  Commissioner  advises  that  this 
distinction  will  be  made  in  the  public 
listing  of  recalls. 
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93.  Comments  recommended  that  all 
recalls  be  placed  on  the  FDA  public 
list  within  2  weeks  of  the  time  they 
were  initiated  by  the  recalling  firm  be¬ 
cause  delays  in  such  notice  confuse 
the  public  and  are  disruptive,  i.e.,  the 
offending  product  may  have  been  al¬ 
ready  removed  from  stores  and  re¬ 
placed  with  nonoffending  products  by 
the  time  the  public  hears  about  the 
recall.  Other  comments  urged  that 
publication  be  made  after  the  recall  of 
certain  nonhazardous  products  has 
been  completed. 

The  Commissioner  notes  that  there 
are  a  number  of  factors,  some  of 
which  may  be  uncontrollable,  that  de¬ 
termine  when  the  agency  has  sxiffi- 
cient  information  to  list  a  recall  on  the 
weekly  FDA  Enforcement  Report. 
These  factors,  which  will  vary  from 
one  case  to  another,  include  the  time¬ 
liness  of  a  firm’s  notification  to  FDA 
about  the  recall  it  initiated,  the  avail¬ 
ability  of  facts  (including  in  some  in¬ 
stances  sample  test  results)  in  order  to 
determine  the  class  and  strategy  for 
that  recall,  etc.  Because  of  this  vari¬ 
ation.  it  is  simply  not  always  possible 
to  predict  and  schedule  the  exact  time 
the  agency  will  be  able  to  list  publicly 
a  particular  recall. 

The  Commissioner  is  opposed  to  a 
policy  of  intentionally  delaying  public 
notification  of  recalls,  except  in  those 
situations  (e.g.,  recall  of  defective 
heart  valves)  where  such  notice  could 
cause  unnecessary  and  harmful  anxi¬ 
ety  in  patients  or  their  families  and 
initial  contact  by  their  physician  is  es¬ 
sential  before  these  indl^duals  hear 
about  the  recall  from  the  media. 
Moreover,  the  Commissioner  can 
think  of  no  nonhazardous  product 
recall  situations  that  would  Justify 
purposeful  delays  in  their  public  list¬ 
ing.  Therefore,  the  Commissioner  con¬ 
cludes  that  the  best  and  most  equita¬ 
ble  approach  for  the  agency  to  follow 
is  to  list  promptly  all  recalls,  except  as 
noted  above,  as  soon  as  all  the  facts 
are  available  to  FDA  to  make  a  com¬ 
plete  and  factual  statement  on  the 
recall. 

94.  Comments  requested  that  the 
regulations  provide  that  FDA  will 
notify  pharmacists,  physicians,  and 
other  health  care  practitioners  about 
the  recall  of  certain  products  before 
the  public  reads  about  the  recall  in 
the  newspaper. 

As  indicated  in  the  preceding  com¬ 
ment,  the  Commissioner  recognizes 
that  in  certain  recall  situations  the 
health  care  community  should  be 
alerted  before  the  general  public  and 
advises,  therefore,  that  §7.50  recog¬ 
nizes  such  specialized  notification  and 
pvirposeful  delay  of  the  public  listing 
of  certain  recalls. 

95.  One  comment  suggested  deletion 
of  the  statement  in  §  2.724  Public  noti¬ 
fication  of  recall  (now  §  7.50)  that  indi¬ 
cates  that  those  product  removals  or 
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corrections  that  FDA  determined  to  be 
market  withdrawals  or  stock  recover¬ 
ies  will  not  be  published  in  the  FDA 
Enforcement  Report;  another  com¬ 
ment  suggested  that  this  statement  be 
given  more  emphasis. 

The  Commissioner  believes  that  the 
statement  is  needed  to  eliminate  any 
possible  misunderstanding  regarding 
what  will  or  will  not  appear  on  the 
weekly  recall  list.  He  also  believes  that 
the  statement  as  proposed  is  sufficient 
to  convey  this  message. 

96.  Comments  requested  that  a  re¬ 
calling  firm  have  an  opportunity  to 
review  and  comment  on  the  factusJ  ac¬ 
curacy  of  the  FDA  statement  on  its 
recall  before  it  is  publicly  listed. 

The  Commissioner  notes  that,  when 
warranted,  a  recalling  firm  will  be  con¬ 
sulted  by  FDA  about  the  listing  of  its 
recall  before  publication. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (sec.  1  et  seq., 
52  Stat.  1040-1059  as  amended  (21 
U.S.C.  301  et  seq.)),  the  PubUc  Health 
Service  Act  (secs.  301,  351,  and  361,  58 
Stat.  691-703  as  amended  (42  U.S.C. 
241,  262,  and  264)),  and  under  authori¬ 
ty  delegated  to  the  Commissioner  (21 
CFR  5.1),  Part  7  is  amended  as  follows: 

1.  In  Subpart  A; 

a.  By  revising  §  7.1  to  insert  a  state¬ 
ment  on  guidelines  for  recalls,  to  read 
as  follows: 

§  7.1  Scope. 

This  part  governs  the  practices  and 
procedures  applicable  to  regulatory 
enforcement  actions  initiated  by  the 
Food  and  Drug  Administration  pursu¬ 
ant  to  the  Federal  Food,  Drug  and 
Cosmetic  Act  (21  U.S.C.  301  et  seq.) 
and  other  laws  that  it  administers. 
This  part  also  provides  guidelines  for 
manufacturers  and  distributors  to 
follow  with  respect  to  their  voluntary 
removal  or  correction  of  marketed  vio¬ 
lative  products.  This  part  is  promul¬ 
gated  to  clarify  and  explain  the  regu¬ 
latory  practices  and  procedures  of  the 
Food  and  Drug  Administration,  en¬ 
hance  public  understanding,  improve 
consumer  protection,  and  assure  uni¬ 
form  and  consistent  application  of 
practices  and  procedures  throughout 
the  agency. 

b.  By  amending  §  7.3  by  adding  new 
paragraphs  (f)  through  (n)  to  read  as 
follows; 

§  7.3  Deflnitions. 

•  •  •  •  • 

(f)  “Product”  means  an  article  sub¬ 
ject  to  the  jurisdiction  of  the  Food 
and  Drug  Administration,  including 
any  food.  drug,  and  device  intended 
for  human  or  animal  use.  any  cosmetic 
and  biologic  intended  for  human  use. 
and  any  item  subject  to  a  quarantine 
regulation  under  Part  1240  of  this 
chapter.  “Product”  does  not  include 


an  electronic  product  that  emits  radi¬ 
ation  and  is  subject  to  Parts  1003  and 
1004  of  this  chapter. 

(g)  “Recall”  means  a  firm’s  removal 
or  correction  of  a  marketed  product 
that  the  Food  and  Drug  Administra¬ 
tion  considers  to  be  in  violation  of  the 
laws  it  administers  and  against  which 
the  agency  would  initiate  legal  action, 
e.g..  seizure.  “Recall”  does  not  include 
a  market  withdrawal  or  a  stock  recov¬ 
ery. 

(h)  “Correction”  means  repair,  modi¬ 
fication.  adjustment,  relabeling,  de¬ 
struction,  or  inspection  (including  pa¬ 
tient  monitoring)  of  a  product  without 
its  physical  removal  to  some  other  lo¬ 
cation. 

(i)  “Recalling  firm”  means  the  firm 
that  initiates  a  recall  or,  in  the  case  of 
a  Food  and  Drug  Administration-re¬ 
quested  recall,  the  firm  that  has  pri¬ 
mary  responsibility  for  the  manufac¬ 
ture  and  marketing  of  the  product  to 
be  recalled. 

(j)  “Market  withdrawal”  means  a 
firm’s  removal  or  correction  of  a  dis¬ 
tributed  product  which  involves  a 
minor  violation  that  would  not  be  sub¬ 
ject  to  legal  action  by  the  Food  and 
Drug  Administration  or  which  involves 
no  violation,  e.g.,  normal  stock  rota¬ 
tion  practices,  routine  equipment  ad¬ 
justments  and  repairs,  etc. 

(k)  “Stock  recovery”  means  a  firm’s 
removal  or  correction  of  a  product 
that  has  not  been  marketed  or  that 
has  not  left  the  direct  control  of  the 
firm,  i.e.,  the  product  is  located  on 
premises  owned  by.  or  under  the  con¬ 
trol  of,  the  firm  and  no  portion  of  the 
lot  has  been  released  for  sale  or  use. 

(l)  “Recall  strategy”  means  a 
planned  specific  course  of  action  to  be 
taken  in  conducting  a  specific  recall, 
which  addresses  the  depth  of  recall, 
need  for  public  warnings,  and  extent 
of  effectiveness  checks  for  the  recall. 

(m)  “Recall  classification”  means 
the  nmnerical  designation,  i.e.,  I,  II,  or 
III,  assigned  by  the  Food  and  Drug 
Administration  to  a  particular  product 
recall  to  indicate  the  relative  degree  of 
health  hazard  presented  by  the  prod¬ 
uct  being  recalled. 

(1)  Class  I  is  a  situation  in  which 
there  is  a  reasonable  probability  that 
the  use  of,  or  exposure  to,  a  violative 
product  will  cause  serious  adverse 
health  consequences  or  death. 

(2)  Class  II  is  a  situation  in  which 
use  of,  or  exposure  to,  a  violative  prod¬ 
uct  may  cause  temporary  or  medically 
reversible  adverse  health  conse¬ 
quences  or  where  the  probability  of  se¬ 
rious  adverse  health  consequences  is 
remote. 

(3)  Class  III  is  a  situation  in  which 
use  of,  or  exposure  to,  a  violative  prod¬ 
uct  is  not  likely  to  cause  adverse 
health  consequences. 

(n)  “Consignee”  means  anyone  who 
received,  purchased,  or  used  the  prod¬ 
uct  being  recalled. 


2.  By  adding  new  Subpart  C.  consist¬ 
ing  of  §§  7.40  through  7.59,  to  read  as 
follows: 

Swbpart  C — Recalls  (Indwding  Product  Cerroc- 
tiens) — OwidalinM  on  Policy,  Procodurat, 
and  Industry  RaspensibilitiM 

Sec. 

7.40  Recall  policy. 

7.41  Health  hazard  evaluation  and  recall 
classification. 

7.42  Recall  strategy. 

7.45  Food  and  Drug  Administration-re¬ 
quested  recall. 

7.46  Firm-initiated  recall. 

7.49  Recall  communications. 

7.50  Public  notification  of  recall. 

7.53  Recall  status  reports. 

7.55  Termination  of  a  recall. 

7.59  General  industry  guidance. 

Authoritt:  Sec.  1  et  seq..  Pub.  L.  717,  52 
Stat.  1040-1059  as  amended  (21  U.S.C.  301  et 
seq.);  secs.  301,  351,  and  361,  Pub.  L.  410,  58 
Stat.  691-703  as  amended  (42  U.S.C.  241, 
262,  and  264). 

Subpart  C — Recalls  (Including  Product 
Corrections) — Guidelines  on  Policy, 
Procedures,  and  Industry  Responsi¬ 
bilities 

§  7.40  Recall  policy. 

(a)  Recall  is  an  effective  method  of 
removing  or  correcting  consumer  prod¬ 
ucts  that  are  in  violation  of  laws  ad¬ 
ministered  by  the  Food  and  Drug  Ad¬ 
ministration.  Recall  is  a  voluntary 
action  that  takes  place  because  manu¬ 
facturers  and  distributors  carry  out 
their  responsibility  to  protect  the 
public  health  and  well-being  from 
products  that  present  a  risk  of  injury 
or  gross  deception  or  are  otherwise  de¬ 
fective.  This  section  and  §§  7.41 
through  7.59  recognize  the  volimtary 
nature  of  recall  by  providing  guide¬ 
lines  so  that  responsible  firms  may  ef¬ 
fectively  discharge  their  recall  respon¬ 
sibilities.  ’These  sections  also  recognize 
that  recall  is  an  alternative  to  a  Food 
and  Drug  Administration-initiated 
court  action  for  removing  or  correct¬ 
ing  violative,  distributed  products  by 
setting  forth  specific  recall  procedures 
for  the  Food  and  Drug  Administration 
to  monitor  recalls  and  assess  the  ade¬ 
quacy  of  a  firm’s  efforts  in  recall. 

(b)  Recall  may  be  undertaken  volun¬ 
tarily  and  at  any  time  by  manufactur¬ 
ers  and  distributors,  or  at  the  request 
of  the  Food  and  Drug  Administration. 
A  request  by  the  Food  and  Drug  Ad¬ 
ministration  that  a  firm  recall  a  prod¬ 
uct  is  reserved  for  urgent  situations 
and  is  to  be  directed  to  the  firm  that 
has  primary  responsibility  for  the 
manufacture  and  marketing  of  the 
product  that  is  to  be  recalled. 

(c)  Recall  is  generally  more  appro¬ 
priate  and  affords  better  protection 
for  consumers  than  seiziire,  when 
many  lots  of  product  have  been  widely 
distributed.  Seizure,  multiple  seizure, 
or  other  court  action  is  indicated  when 
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a  firm  refuses  to  imdertake  a  recall  re¬ 
quested  by  the  Food  and  Drug  Admin¬ 
istration,  or  where  the  agency  has 
reason  to  believe  that  a  recall  would 
not  be  effective,  determines  that  a 
recall  is  ineffective,  or  discovers  that  a 
violation  is  continuing. 

§  7.41  Health  hazard  evaluation  and  recall 
classification. 

(a)  An  evaluation  of  the  health 
hazard  presented  by  a  product  being 
recalled  or  considered  for  recall  will  be 
conducted  by  an  ad  hoc  committee  of 
Food  and  Drug  Administration  scien¬ 
tists  and  will  take  into  accovmt,  but 
need  not  be  limited  to,  the  following 
factors: 

(1)  Whether  any  disease  or  injiuies 
have  already  occurred  from  the  use  of 
the  product. 

(2)  Whether  any  existing  conditions 
could  contribute  to  a  clinical  situation 
that  could  expose  humans  or  animals 
to  a  health  hazard.  Any  conclusion 
shall  be  supported  as  completely  as 
possible  by  scientific  documentation 
and/or  statements  that  the  conclusion 
is  the  opinion  of  the  individual(s) 
making  the  health  hazard  determina¬ 
tion. 

(3)  Assessment  of  hazard  to  various 
segments  of  the  population,  e.g.,  chil¬ 
dren,  surgical  patients,  pets,  livestock, 
etc.,  who  are  expected  to  be  exposed  to 
the  product  being  considered,  with 
particular  attention  paid  to  the  hazard 
to  those  individuals  who  may  be  at 
greatest  risk. 

(4)  Assessment  of  the  degree  of  seri¬ 
ousness  of  the  health  hazard  to  which 
the  populations  at  risk  would  be  ex¬ 
posed. 

(5)  Assessment  of  the  likelihood  of 
occurrence  of  the  hazard. 

(6)  Assessment  of  the  consequences 
(immediate  or  long-range)  of  occiu*- 
rence  of  the  hazard. 

(b)  On  the  basis  of  this  determina¬ 
tion,  the  Food  and  Drug  Administra¬ 
tion  will  assign  the  recall  a  classifica¬ 
tion,  i.e..  Class  I,  (Tlass  II,  or  Class  III, 
to  indicate  the  relative  degree  of 
health  hazard  of  the  product  being  re¬ 
called  or  considered  for  recall. 

§  7.42  Recall  strategy. 

(a)  General  (1)  A  recall  strategy 
that  takes  into  account  the  following 
factors  will  be  developed  by  the 
agency  for  a  Food  and  Drug  Adminis¬ 
tration-requested  recall  and  by  the  re¬ 
calling  firm  for  a  fi^-initiated  recall 
to  suit  the  individual  circumstances  of 
the  particular  recall: 

(i)  Results  of  health  hazard  evalua¬ 
tion. 

(ii)  Ekise  in  identifying  the  product. 

(iii)  Degree  to  which  the  product’s 
deficiency  is  obvious  to  the  consumer 
or  user. 

(iv)  Degree  to  which  the  product  re¬ 
mains  unused  in  the  maricet-place. 

(V)  Continued  availability  of  essen¬ 
tial  products. 


(2)  The  Food  and  Drug  Administra¬ 
tion  will  review  the  adequacy  of  a  pro¬ 
posed  recall  strategy  developed  by  a 
recalling  firm  and  recommend  changes 
as  appropriate.  A  recalling  firm  should 
conduct  the  recall  in  accordance  with 
an  approved  recall  strategy  but  need 
not  delay  initiation  of  a  recall  pending 
review  of  its  recall  strategy. 

(b)  Elements  of  a  recall  strategy.  A 
recall  strategy  will  address  the  follow¬ 
ing  elements  regarding  the  conduct  of 
the  recall: 

(1)  Depth  of  recall  Depending  on  the 
product’s  degree  of  hazard  and  extent 
of  distribution,  the  recall  strategy  will 
specify  the  level  in  the  distribution 
chain  to  which  the  recall  is  to  extend, 
as  follows: 

(1)  Consumer  or  user  level,  which 
may  vary  with  product,  including  any 
intermediate  wholesale  or  retail  level; 
or 

(ii)  Retail  level,  including  any  inter¬ 
mediate  wholesale  level;  or 

(iii)  Wholesale  level. 

(2)  Public  warning.  The  purpose  of  a 
public  warning  is  to  alert  the  public 
that  a  product  being  recalled  presents 
a  serious  hazard  to  health.  It  is  re¬ 
served  for  urgent  situations  where 
other  means  for  preventing  use  of  the 
recalled  product  appear  inadequate. 
The  Food  and  Drug  Administration  in 
consultation  with  the  recalling  firm 
will  ordinarily  issue  such  publicity. 
The  recalling  firm  that  decides  to 
issue  its  own  public  warning  is  request¬ 
ed  to  submit  its  proposed  public  warn¬ 
ing  and  plan  for  distribution  of  the 
warning  for  review  and  comment  by 
the  Food  and  Drug  Administration. 
The  recall  strategy  will  specify  wheth¬ 
er  a  public  warning  is  needed  and 
whether  it  will  issue  as: 

(i)  General  public  warning  through 
the  general  news  media,  either  nation¬ 
al  or  local  as  appropriate,  or 

(ii)  Public  warning  through  special¬ 
ized  news  media,  e.g.,  professional  or 
trade  press,  or  to  specific  segments  of 
the  population  such  as  physicians, 
hospitals,  etc. 

(3)  Effectiveness  checks.  ’The  purpose 
of  effectiveness  checks  is  to  verify  that 
all  consignees  at  the  recall  depth  spec¬ 
ified  by  the  strategy  have  received  no- 
tificaion  about  the  recall  and  have 
taken  appropriate  action.  The  method 
for  contacting  consignees  may  be  ac¬ 
complished  by  personal  visits,  tele¬ 
phone  calls,  letters,  or  a  combination 
thereof.  A  guide  entitled  “Methods  for 
Conducting  Recall  Effectiveness 
Checks’’  that  describes  the  use  of 
these  different  methods  is  available 
upon  request  from  the  Hearing  Clerk 
(HFC-20),  Food  and  Drug  Administra¬ 
tion,  Room  4-65,  5600  Fishers  Lane, 
Rockville,  Md.  20857.  The  recalling 
firm  will  ordinarily  be  responsible  for 
conducting  effectiveness  checks,  but 
the  Food  wd  Drug  Administration 
will  assist  in* this  task  where  necessary 


and  appropriate.  The  recall  strategy 
will  specify  the  method(s)  to  be  used 
for  and  the  level  of  effectiveness 
checks  that  will  be  conducted,  as  fol¬ 
lows: 

(1)  Level  A— 100  percent  of  the  total 
number  of  consignees  to  be  contacted; 

(ii)  Level  B— Some  percentage  of  the 
total  number  of  consignees  to  be  con¬ 
tacted,  which  percentage  is  to  be  de¬ 
termined  on  a  case-by-case  basis,  but  is 
greater  that  10  percent  and  less  than 
100  percent  of  the  total  number  of 
consignees; 

(iii)  Level  C— 10  percent  of  the  total 
number  of  consignees  to  be  contacted; 

(iv)  Level  D— 2  percent  of  the  total 
number  of  consignees  to  be  contacted; 
or 

(V)  Level  E— No  effectiveness  checks. 

§7.45  Food  and  Drug  Administration-re¬ 
quested  recall. 

(a)  The  Commissioner  of  Food  and 
Drugs  or  his  designee  under  §5.20  of 
this  chapter  may  request  a  firm  to  ini¬ 
tiate  a  recall  when  the  following  deter¬ 
minations  have  been  made: 

(1)  ’That  a  product  that  has  been  dis¬ 
tributed  presents  a  risk  of  illness  or 
injury  or  gross  consiuner  deception. 

(2)  That  the  firm  has  not  initiated  a 
recall  of  the  product. 

(3)  That  an  agency  action  is  neces¬ 
sary  to  protect  the  public  health  and 
welfare. 

(b)  The  Commissioner  or  his  desig¬ 
nee  will  notify  the  firm  of  this  deter¬ 
mination  and  of  the  need  to  begin  im¬ 
mediately  a  recall  of  the  product. 
Such  notification  will  be  by  letter  or 
telegram  to  a  responsible  official  of 
the  firm,  but  may  be  preceded  by  oral 
communication  or  by  a  visit  from  an 
authorized  representative  of  the  local 
Food  and  Drug  Administration  district 
office,  with  formal,  written  confirma¬ 
tion  from  the  Commissioner  or  his 
designee  afterward.  The  notification 
will  specify  the  violation,  the  health 
hazard  classification  of  the  violative 
product,  the  recall  strategy,  and  other 
appr(H>riate  instructions  for  conduct¬ 
ing  the  recall. 

(c)  Upon  receipt  of  a  request  to 
recall,  the  firm  may  be  asked  to  pro¬ 
vide  the  Food  and  Drug  Administra¬ 
tion  any  or  all  of  the  information 
listed  in  §  7.46(a).  The  firm,  upon 
agreeing  to  the  recall  request,  may 
also  provide  other  information  rele¬ 
vant  to  the  agency’s  determination  of 
the  need  for  the  recall  or  how  the 
recall  should  be  conducted. 

§  7.46  Firm-initiated  recall. 

(a)  A  firm  may  decide  of  its  own  voli¬ 
tion  and  under  any  circumstances  to 
remove  or  correct  a  distributed  prod¬ 
uct.  A  firm  that  does  so  because  it  be¬ 
lieves  the  product  to  be  violative  is  re¬ 
quested  to  notify  immediately  the  ap¬ 
propriate  Food  and  Drug  Administra¬ 
tion  district  office  listed  in  §5.115  of 


KOEIAl  IMISTEt,  VOL  43,  NO.  117— FMOAY,  JUNE  U,  1973 


26220 


RULES  AND  REGULATIONS 


this  chapter.  Such  removal  or  correc¬ 
tion  will  be  considered  a  recall  only  if 
the  Food  and  Drug  Administration  re¬ 
gards  the  product  as  involving  a  viola¬ 
tion  that  is  subject  to  legal  action,  e.g., 
seizure.  In  such  cases,  the  firm  will  be 
asked  to  provide  the  Food  and  Drug 
Administration  the  following  informa¬ 
tion: 

(1)  Identity  of  the  product  involved. 

(2)  Reason  for  the  removal  or  correc¬ 
tion  and  the  date  and  circumstances 
under  which  the  product  deficiency  or 
possible  deficiency  was  discovered. 

(3)  Evaluation  of  the  risk  associated 
with  the  deficiency  or  possible  defi¬ 
ciency. 

(4)  Total  amoimt  of  such  products 
produced  and/or  the  timespan  of  the 
production. 

(5)  Total  amount  of  such  products 
estimated  to  be  in  distribution  chan¬ 
nels. 

(6)  Distribution  information,  includ¬ 
ing  the  number  of  direct  accounts  and. 
where  necessary,  the  identity  of  the 
direct  accoimts. 

(7)  A  copy  of  the  firm’s  recall  com¬ 
munication  if  any  has  issued,  or  a  pro¬ 
posed  commiuiication  if  none  has 
issued. 

(8)  Proposed  strategy  for  conducting 
the  recall. 

(9)  Name  and  telephone  number  of 
the  firm  official  who  should  be  con¬ 
tacted  concerning  the  recall. 

(b)  The  Food  and  Drug  Administra¬ 
tion  will  review  the  information  sub¬ 
mitted,  advise  the  firm  of  the  assigned 
recall  classification,  recommend  any 
appropriate  changes  in  the  firm’s 
strategy  for  the  recall,  and  advise  the 
firm  that  its  recall  will  be  placed  in 
the  weekly  FDA  Enforcement  Report. 
Pending  this  renew,  the  firm  need  not 
delay  initiation  of  its  product  removal 
or  correction. 

(c)  A  firm  may  decide  to  recall  a 
product  when  informed  by  the  Food 
and  Drug  Administration  that  the 
agency  has  determined  that  the  prod¬ 
uct  in  question  violates  the  law,  but 
the  agency  has  not  specifically  re¬ 
quested  a  recall.  ’The  firm’s  action  also 
is  considered  a  firm-initiated  recall 
and  is  subject  to  paragraphs  (a)  and 

(b)  of  this  section. 

(d)  A  firm  that  initiates  a  removal  or 
correction  of  its  product  which  the 
firm  believes  is  a  market  withdrawal 
should  consult  with  the  appropriate 
Food  and  Drug  Administration  district 
office  when  the  reason  for  the  remov¬ 
al  or  correction  is  not  obvious  or  clear¬ 
ly  understood  but  where  it  is  apparent, 
e.g.,  because  of  complaints  or  adverse 
reactions  regarding  the  product,  that 
the  product  is  deficient  in  some  re¬ 
spect.  In  such  cases,  the  Food  and 
Drug  Administration  will  assist  the 
firm  in  determining  the  exact  nature 
of  the  problem. 

§  7.49  Recall  communications. 

(a)  General.  A  recalling  firm  is  re¬ 
sponsible  for  promptly  notif jdng  each 


of  its  affected  direct  accounts  about 
the  recall.  The  format,  content,  and 
extent  of  a  recall  communication 
should  be  commensurate  with  the 
hazard  of  the  product  being  recalled 
and  the  strategy  developed  for  that 
recall.  In  general  terms,  the  piirpose 
of  a  recall  communication  is  to  convey: 

(1)  That  the  product  in  question  is 
subject  to  a  recall. 

(2)  That  further  distribution  or  use 
of  any  remaining  product  should  cease 
immediately. 

(3)  Where  appropriate,  that  the 
direct  account  should  in  turn  notify  its 
customers  who  received  the  product 
about  the  recall. 

(4)  Instructions  regarding  what  to  do 
with  the  product. 

(b)  Implementation.  A  recall  commu¬ 
nication  can  be  accomplished  by  tele¬ 
grams.  mailgrams,  or  first  class  letters 
conspicuously  marked,  preferably  in 
bold  red  type,  on  the  letter  and  the  en¬ 
velope:  “DRUG  tor  FOOD,  BIOLOGIC,  etC.] 
RECALL  tor  correction]’’.  The  letter 
and  the  envelope  should  be  also 
marked:  “urgent’’  for  class  I  and  class 
II  recalls  and,  when  appropriate,  for 
class  III  recalls.  Telephone  calls  or 
other  personal  contacts  should  ordi¬ 
narily  be  confirmed  by  one  of  the 
above  methods  and/or  documented  in 
an  appropriate  manner. 

(c)  Contents.  (DA  recall  communica¬ 
tion  should  be  written  in  accordance 
with  the  following  guidelines: 

(1)  Be  brief  and  to  the  point; 

(ii)  Identify  clearly  the  product,  size, 
lot  numberCs),  code<s)  or  serial 
number(s)  and  any  other  pertinent  de¬ 
scriptive  information  to  enable  accu¬ 
rate  and  immediate  identification  of 
the  product; 

(iii)  Explain  concisely  the  reason  for 
the  recall  and  the  hazard  involved,  if 
any; 

(iv)  Provide  specific  instructions  on 
what  should  be  done  with  respect  to 
the  recalled  products;  and 

(V)  Provide  a  ready  means  for  the  re¬ 
cipient  of  the  communication  to 
report  to  the  recalling  firm  whether  it 
has  any  of  the  product,  e.g.,  by  send¬ 
ing  a  postage-paid,  self-addressed  post¬ 
card  or  by  allowing  the  recipient  to 
place  a  collect  call  to  the  recalling 
firm. 

(2)  The  recall  communication  should 
not  contain  irrelevant  qualifications, 
promotional  materials,  or  any  other 
statement  that  may  detract  from  the 
message.  Where  necessary,  followup 
communications  should  be  sent  to 
those  who  fail  to  respond  to  the  initial 
recall  communication. 

(d)  Responsibility  of  recipient  Con¬ 
signees  that  receive  a  recall  communi¬ 
cation  should  immediately  carry  out 
the  instructions  set  forth  by  the  re¬ 
calling  firm  and,  where  necessary, 
extend  the  recall  to  its  consignees  in 
accordance  with  paragraphs  (b)  and 

(c)  of  this  section. 


$  7.50  Public  notification  of  recall. 

’The  Food  and  Drug  Administration 
will  promptly  make  available  to  the 
public  in  the  weekly  FDA  Enforce¬ 
ment  Report  a  descriptive  listing  of 
each  new  recall  according  to  its  classi¬ 
fication,  whether  it  was  Food  and 
Drug  Administration-requested  or 
firm-initiated,  and  the  specific  action 
being  taken  by  the  recalling  firm.  The 
Food  and  Drug  Administration  will  in¬ 
tentionally  delay  public  notification  of 
recalls  of  certain  drugs  and  devices 
where  the  agency  determines  that 
public  notification  may  cause  unneces¬ 
sary  and  harmful  anxiety  in  patients 
and  that  initial  consultation  between 
patients  and  their  physicians  is  essen¬ 
tial.  The  report  will  not  include  a 
firm’s  product  removals  or  corrections 
which  the  agency  determines  to  be 
market  withdrawals  or  stock  recover¬ 
ies.  The  report,  which  also  includes 
other  Food  and  Drug  Administration 
regulatory  actions,  e.g.,  seizures  that 
were  effected  and  injunctions  and 
prosecutions  that  were  filed,  is  availa¬ 
ble  upon  request  from  the  Office  of 
Public  Affairs  (HFI-I),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville.  Md.  20857. 

§  7.53  Recall  status  reports. 

(a)  ’The  recalling  firm  is  requested  to 
submit  periodic  recall  status  reports  to 
the  appropriate  Food  and  Drug  Ad¬ 
ministration  district  office  so  that  the 
agency  may  assess  the  progrress  of  the 
recall.  The  frequency  of  such  reports 
will  be  determined  by  the  relative  ur¬ 
gency  of  the  recall  and  will  be  speci¬ 
fied  by  the  Food  and  Drug  Adminis¬ 
tration  in  each  recall  case;  generally 
the  reporting  interval  will  be  between 
2  and  4  weeks. 

(b)  Unless  otherwise  specified  or  in¬ 
appropriate  in  a  given  recall  case,  the 
recall  status  report  should  contain  the 
following  information: 

(1)  Number  of  consignees  notified  of 
the  recall,  and  date  and  method  of  no¬ 
tification. 

(2)  Number  of  consignees  responding 
to  the  recall  communication  and  qua- 
tity  of  products  on  hand  at  the  time  it 
was  received. 

(3)  Number  of  consignees  that  did 
not  respond  (if  needed,  the  identity  of 
nonresponding  consignees  may  be  re¬ 
quested  by  the  Food  and  Drug  Admin¬ 
istration). 

(4)  Number  of  products  returned  or 
corrected  by  each  consignee  contacted 
and  the  quantity  of  products  account¬ 
ed  for. 

(5)  Number  and  results  of  effective¬ 
ness  checks  that  were  made. 

(6)  Estimated  time  frames  for  com¬ 
pletion  of  the  recall. 

(c)  Recall  status  reports  are  to  be 
discontinued  when  the  recall  is  termi¬ 
nated  by  the  Food  and  Drug  Adminis¬ 
tration. 


FEDiRAL  REGISTER,  VOL  43,  NO.  117— FRIDAY,  JUNE  14,  197t 


0 


RULES  AND  REGULATIONS 


26221 


§  7.55  •  Termination  of  a  recall. 

(a)  A  recall  will  be  terminated  when 
the  Food  and  Drug  Administration  de¬ 
termines  that  all  reasonable  efforts 
have  been  made  to  remove  or  correct 
the  product  in  accordance  with  the 
recall  strategy,  and  when  it  is  reason¬ 
able  to  assume  that  the  product  sub¬ 
ject  to  the  recall  has  been  removed 
and  proper  disposition  or  correction 
has  been  made  commensurate  with 
the  degree  of  hazard  of  the  recalled 
product.  Written  notification  that  a 
recall  is  terminated  will  be  issued  by 
the  appropriate  Food  and  Drug  Ad¬ 
ministration  district  office  to  the  re¬ 
calling  firm. 

(b)  A  recalling  firm  may  request  ter¬ 
mination  of  its  recall  by  submitting  a 
written  request  to  the  appropriate 
Food  and  Drug  Adminstration  district 
office  stating  that  the  recall  is  effec¬ 
tive  in  accordance  with  the  criteria  set 
forth  in  paragraph  (a)  of  this  section. 


and  by  accompanying  the  request  with 
the  most  current  recall  status  report 
and  a  description  of  the  disposition  of 
the  recalled  product. 

§  7.59  General  industry  guidance. 

A  recall  can  be  disruptive  of  a  firm’s 
operation  and  business,  but  there  are 
several  steps  a  prudent  firm  can  take 
in  advance  to  minimize  this  disruptive 
effect.  Notwithstanding  similar  specif¬ 
ic  requirements  for  certain  products  in 
other  parts  of  this  chapter,  the  follow¬ 
ing  Is  provided  by  the  Food  and  Drug 
Administration  as  guidance  for  a 
firm’s  consideration; 

(a)  Prepare  and  maintain  a  current 
written  contingency  plan  for  use  in 
initiating  and  effecting  a  recall  in  ac¬ 
cordance  with  §§  7.40  through  7.49, 
7.53,  and  7.55. 

(b)  Use  sufficient  coding  of  regulat¬ 
ed  products  to  make  possible  positive 
lot  identification  and  to  facilitate  ef¬ 
fective  recall  of  all  violative  lots. 
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(c)  Maintain  such  product  distribu¬ 
tion  records  as  are  necessary  to  facili¬ 
tate  location  of  products  that  are 
being  recalled.  Such  records  should  be 
maintained  for  a  period  of  time  that 
exceeds  the  shelf  life  and  expected  use 
of  the  product  and  is  at  least  the 
length  of  time  specified  in  other  appli¬ 
cable  regulations  concerning  records 
retention. 

Effective  date.  These  guidelines  shall 
be  effective  July  17, 1978. 

(Sec.  1  et  seq..  Pub.  L.  717,  52  Stat.  1040- 
1059  as  amended  (21  U.S.C.  301  et  seq.);  secs. 
301,  351,  and  361,  Pub.  L.  410,  58  Stat.  691- 
703  as  amended  (42  U.S.C.  241,  262,  and 
264).) 

Dated:  May  31,1978. 

Sherwin  Gardner, 
Acting  Commissioner, 
Food  and  Drug  Administration. 

(PR  Doc.  78-16068  Filed  6-15-78;  8:45  am] 


1978 


